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Title  21 — Food  and  Drugs 

CHAPTER  I— FOOD  AND  DRUG  ADMINIS¬ 
TRATION,  DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 

SUBCHAPTER  H — MEDICAL  DEVICES 

[Docket  No.  76N-03551 

ESTABLISHMENT  REGISTRATION  AND 
PREMARKET  NOTIFICATION  PROCEDURES 

AGENCY:  Food  and  Drug  Administra¬ 
tion. 

ACTION :  Final  rule. 

SUMMARY:  The  agency  is  issuing  final 
regulations  setting  forth  procedures  for 
the  registration  of  establishments  in 
which  devices  intended  for  human  use 
are  produced.  These  regulations  also  es¬ 
tablish  requirements  governing  the  form 
and  manner  in  which  premarket  notifi¬ 
cation  submissions  are  to  be  sent  to  the 
Food  and  Drug  Administration  (FDA), 
at  least  90  days  in  advance,  by  any  per¬ 
son  who  proposes  to  begin  commercial 
distribution  of  a  device  intended  for 
human  use  in  interstate  commerce.  The 
Medical  Device  Amendments  of  1976 
have  provided  the  agency  with  the  au¬ 
thority  to  promulgate  such  regulations 
to  ensure  the  safety  and  effectiveness 
of  medical  devices  for  humans. 

The  agency  also  is  establishing  rules 
governing  the  availability  to  the  public 
of  premarket  notification  submissions. 
The  existence  of  a  submission  and  its 
contents  w’ill  generally  be  available  to  the 
public  upon  request,  but  the  regulations 
provide  an  exception  allowing  the  exist¬ 
ence  and  contents  of  certain  submissions 
to  be  considered  confidential  commercial 
information.  However,  the  Commissioner 
announces  his  intention  to  consider  fur¬ 
ther  revisions  in  the  regulation  w’hen  he 
publishes  proposed  regulations  concern¬ 
ing  FDA’s  handling  of  public  informa¬ 
tion  requests  involving  new  drug  appli¬ 
cations  and  related  industry  submissions 
to  FDA. 

EFFECTIVE  DATE:  September  22,  1977. 

FOR  FURTHER  INFORMATION  CON¬ 
TACT: 

For  the  Establishment  Registration 
Provisions 

Thomas  V.  Kelley,  Bureau  of  Medical 
Devices  (HFK-124),  Food  and  Drug 
Administration,  Department  of 
Health,  Education,  and  Welfare,  8757 
Georgia  Ave.,  Silver  Spring,  MD  20910 
(301-427-7190). 

For  Premarket  Notification 
Procedures 

Robert  S.  Kennedy,  Bureau  of  Medical 
Devices  (HFK-1),  Food  and  Drug  Ad¬ 
ministration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910  (301- 
427-7900). 

SUPPLEMENTARY  INFORMATION: 
The  proposed  regulations  on  which  these 
final  regulations  are  based  were  pub¬ 
lished  in  the  Federal  Register  of  Sep¬ 
tember  3,  1976  (41  FR  37458) .  Interested 
persons  were  given  until  November  2, 
1976  to  comment. 


Forty-seven  comments  were  received 
on  the  proposaL  The  Issues  most  often 
raised  by  these  comments  concerned  the 
exemptions  from  reglstratlmi.  the  re¬ 
quirements  for  submitting  a  premarket 
notification  when  a  change  or  modifica¬ 
tion  is  made  to  a  device  already  on  the 
market,  the  FDA  review  of  premarket 
notification  submissions,  and  the  con¬ 
fidentiality  of  premarket  notification 
submissions. 

In  general,  the  final  regulation  has 
been  adopted  as  proposed  although  sev¬ 
eral  changes  have  been  made  in  response 
to  the  comments  and  to  clarify  the  lan¬ 
guage  of  the  regulation. 

Establishment  Registration 

1.  Definitions  of  “act”  and  “distribu¬ 
tor”  are  being  added  for  clarity  to  §  807.3 
of  the  final  regulation.  The  Commission¬ 
er  of  Food  and  Drugs  is  also  adding  a 
new  paragraph  (h)  to  this  section  which 
states  that  the  terms  defined  in  sec¬ 
tion  201  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act  (21  U.S.C.  321)  shall  have 
the  same  meaning  in  these  registration 
regulations. 

2.  Three  comments  asserted  that  if 
the  definition  of  “commercial  distribu¬ 
tion”  was  adopted  as  proposed  in  §  807.3 
(a) ,  multinational  corporations  would  be 
required  to  file  a  premarket  notification 
submission  for  an  intraorganizational 
shipment  between  a  foreign  subsidiary 
and  a  domestic  parent.  The  comments 
indicated  that  premarket  notification  in 
such  a  situation  would  not  serve  any 
useful  purpose  since  the  device  will  not 
go  “on  the  market”  at  that  point,  and 
also  indicated  that  a  second  premarket 
notification  would  be  required  when  the 
device  is  about  to  be  marketed  by  the 
parent  company.  It  was  therefore  sug¬ 
gested  that  the  words  “registered  do¬ 
mestic”  should  be  deleted  from  the  defi¬ 
nition  of  “commercial  distribution”  to 
clarify  that  premarket  notification  is 
not  required  for  such  intraorganizational 
shipments. 

The  Commissioner  agrees  that  pre¬ 
market  notification  is  not  required  when 
a  device  is  to  be  shipped  from  a  foreign 
subsidiary  to  a  domestic  parent  estab¬ 
lishment  and  there  is  no  distribution 
outside  the  company.  It  is  necessary, 
how’ever.  that  FDA  be  notified  at  least 
90  days  before  the  device  is  distributed 
and  held  or  offered  for  sale  within  the 
United  States.  Therefore,  as  suggested 
by  the  conmients,  the  phrase  “registered 
domestic”  has  been  deleted  from  the 
definition  of  commercial  distribution  in 
the  final  regulation. 

Two  comments  also  suggested  that 
the  shipment  of  a  device  for  display  as 
a  work-in-process  or  as  an  engineering 
prototype  at  a  scientific  exhibit  should 
not  be  considered  “commercial  distribu¬ 
tion”  of  a  device.  These  comments  noted 
that  such  shipments  are  useful  to  manu¬ 
facturers  and  the  scientific  community 
and  present  no  danger  to  the  public 
health. 

The  Commissioner  notes  that  the  defi¬ 
nition  of  “commercial  distribution”  ap¬ 
plies  only  to  a  device  that  is  “held  or 
offered  for  sale.”  If  a  device  is  shipped 


merely  for  display  as  a  work-in-process 
or  as  an  engineering  prototype  at  a 
sci^tific  exhibit  and  is  not  held  or  of¬ 
fered  for  sale,  it  will  not  be  considered 
to  be  in  “commercial  distribution.” 

3.  One  comment  questioned  whether 
the  term  “establishment”  in  proposed 
§  807.8(b)  (redesignated  §  807.3(c))  is 
sjmonymous  with  the  terms  “division”  or 
“owner  or  operator.”  Another  comment 
questioned  whether  a  division  of  a  com¬ 
pany  would  be  an  “owner  or  operator” 
where  such  a  division  has  more  than  one 
operating  facility. 

The  Commissioner  notes  that  an  “es¬ 
tablishment”  within  the  meaning  of  new 
§  807.3(c)  is  a  place  of  business  at  which 
a  device  is  processed,  whereas  an  “owner 
or  opierator”  within  the  meaning  of  new 
§  807.3(f)  is  the  person  or  organization 
directly  responsible  for  the  activities  of 
an  establishment.  Therefore,  the  terms 
“establishment”  and  “owner  or  operator” 
are  not' synonymous.  A  division  may  be 
either  an  “est^lishment”  or  an  “owner 
or  operator”  depending  upon  which  defi¬ 
nition  applies. 

4.  One  comment  objected  that  pro¬ 
posed  §  807.20  would  require  a  manufac¬ 
turer  of  a  device  “intended  for  human 
use”  to  register.  This  comment  asserted 
that  the  phrase  “intended  for  human 
use”  is  too  broad  and  would  include  de¬ 
vices  not  wdthin  the  scope  of  the  act. 
The  comment  suggested  that  this  phrase 
should  be  changed  to  “device  as  de¬ 
fined  in  section  201(h)  of  the  act.” 

The  Commissioner  notes  that  tlie  defi¬ 
nition  of  device  in  section  201(h)  of  the 
act  includes  devices  other  than  those 
intended  for  human  use.  How'ever,  the 
registration  provisions  of  section  510  of 
the  act  (21  U.S.C.  360)  and  Part  807  ap¬ 
ply  only  to  devices  intended  for  human 
use  and  not  to  devices  intended  for 
veterinary  use.  In  all  other  respects  the 
term  “device”  as  used  in  the  regulation 
is  intended  to  carry  the  meaning  con¬ 
veyed  in  section  201(h)  of  the  act.  There¬ 
fore,  the  phrase  “intended  for  human’ 
use”  has  been  retained  in  the  final  regu¬ 
lation. 

5.  One  comment  objected  to  the  fact 
that  under  proposed  §  807.20(a)  regis¬ 
tration  is  required  for  any  pierson  who 
initiates  specifications  for  a  device  that 
is  to  be  manufactured  for  him  for  sub¬ 
sequent  commercial  distribution.  It  was 
argued  that  section  510  of  the  act  re¬ 
quires  the  registration  of  any  esablish- 
ment  engaged  in  the  manufacture,  prep¬ 
aration,  propagation,  compounding,  or 
processing  of  a  device,  and  that  the  ini¬ 
tiation  of  specifications  is  not  within 
any  of  these  processes. 

The  Commissioner  believes  that  a  per¬ 
son  initiating  specifications  for  a  device 
to  be  manufactured  for  him  for  com¬ 
mercial  distribution  -  would  be  engaged 
both  in  the  manufacture  and  in  the 
propagation  of  a  device  and  therefore 
should  register  with  FDA.  The  initiation 
of  specifications  is  a  process  that  often 
occurs  within  the  manufacturing  estab¬ 
lishment  as  part  of  the  manufacturing 
process.  A  device  may  be  manufactured 
exactly  according  to  specifications  and 
still  be  defective  if  the  spiecifications  are 


FEDERAL  REGISTER,  VOL  42,  NO.  163 — TUESDAY,  AUGUST  23,  1977 


RULES  AND  REGULATIONS 


42521 


faulty;  lor  that  reason,  tiie  regulation 
requires  registraUon. 

The  Commissioner  notes,  ho^rever, 
that  the  requlronent  to  register  iq^lles 
only  If  the  powm  InltlaOng  specifica¬ 
tions  has  the  device  manufactured  for 
him  for  commercial  distribution  and  the 
device  Is  marketed  imder  the  name  of 
the  person  Initiating  the  specifications. 
Hie  Commissioner  believes  that  a  per¬ 
son  who  has  a  device  marketed  under  his 
name  Is  engaged  In  the  propagation  of 
a  device.  The  requirement  to  register 
does  not  apply  when  the  perswi  initiat¬ 
ing  the  specifications  is  In  a  consulting 
capacity  or  transfers  the  rights  to  man¬ 
ufacture  and  to  distribute  the  device  to 
other  persons.  To  reflect  this  position, 
the  regulation  has  been  changed  in 
§§  807.3(d)  (3)  and  807.20(a)  (1)  to  pro¬ 
vide  that  a  person  initiating  specifica¬ 
tions  is  required  to  register  only  if  the 
device  Is  to  be  put  in  commercial  dis¬ 
tribution  by  him. 

6.  One  comment  suggested  that  pro¬ 
posed  S  807.20(a)  be  clarified  so  that 
only  one  establishment  of  a  company 
would  be  required  to  register  for  each 
device  and  the  manufacturer  could  de¬ 
termine  which  location  would  be  the 
most  appropriate  one  to  roister. 

The  suggestiOTi  has  not  been  adopted. 
A  device  may  be  processed  wholly  or  in 
part  at  more  than  one  establishment. 
For  the  purposes  of  Inspection,  the  Com¬ 
missioner  should  be  aware  of  all  estab¬ 
lishments  at  which  a  device  is  manufac¬ 
tured,  prepared,  prt^agated,  com¬ 
pounded,  or  processed,  and  therefore  all 
such  establishments  must  be  registered. 

7.  Various  comments  addressed  the 
time  periods  allowed  for  establishment 
registration  under  proposed  S  807.21. 
This  section  provided  that  an  establish¬ 
ment  register  within  15  days  of  receiv¬ 
ing  Form  FD-2891  (Initial  Registration 
of  Device  Establishment)  if  the  estab¬ 
lishment  were  currently  engaged  in  an 
operation  requiring  registration.  One 
comment  suggested  that  this  period  be 
changed  to  30  days  and  another  sug¬ 
gested  that  it  should  be  60  days.  Pro¬ 
posed  §  807.21  also  provided  that  an  es¬ 
tablishment  register  within  5  days  after 
submitting  a  premarket  notification  if 
it  had  not  been  previously  engaged  in 
an  operation  requiring  registration.  One 
comment  suggested  that  tills  period  be 
chang^  to  15  days;  another  suggested 
that  it  should  be  30  days. 

All  these  comments  argued  that  the 
longer  time  periods  are  necessary  so  that 
the  registration  form  can  go  through  the 
approval  process  within  the  business  or¬ 
ganization. 

The  Commissioner  agrees  with  these 
comments,  and  the  time  frames  for  reg¬ 
istration  have  been  changed  in  the  final 
regulation.  He  also  notes  that  in  1976 
FDA  mailed  registration  forms  to  all  hu¬ 
man  medical  device  establishments  of 
which  it  had  knowledge.  Many  establish¬ 
ments  completed  and  returned  these 
registration  forms,  while  other  estab¬ 
lishments  did  not  register,  awaiting 
these  final  regulations.  The  Food  and 
Drug  Administration  does  not  ifian 


another  mass  mailing  of  legistraUon 
forms,  but  will  send  Individual  forms  to 
establishments  that  request  them.  The 
requirement  that  estabUshments  eor- 
rentty  engaged  in  an  operation  requir¬ 
ing  registration  must  register  within  15 
dairs  after  receiving  Form  Pl>-2891  has 
been  deleted  from  the  final  regulation  as 
unnecessary.  Establishments  currently 
engaged  in  an  operatkni  req\iirlng  regis- 
Istratlon  that  have  not  yet  registered 
must  register  within  30  days  after  the 
effective  date  of  this  regulation. 

The  C<Hnmissic«ier  has  also  determined 
that  it  is  inappropriate  to  require  an  es¬ 
tablishment  not  currently  engaged  in  an 
operation  requiring  registration  to  reg¬ 
ister  within  5  days  after  submitting  a 
premarket  modification.  If  the  Commis¬ 
sioner  determines  that  the  device  is  not 
substantially  equivalent  to  one  already 
on  the  market  and  therefore  premarket 
approval  is  required,  the  owner  or  op¬ 
erator  may  decide  that  it  is  not  economi¬ 
cally  feasible  to  market  the  device.  This 
woidd  result  in  an  establishment  being 
registered  that  is  not  engaged  in  the 
medical  device  business.  As  a  result,  the 
final  regulation  requires  the  owner  or 
operator  to  register  within  30  days  after 
entering  into  an  operation  requiring 
registration. 

8.  One  comment  suggested  that  Form 
FD-2891  (Initial  Registration  of  Device 
Establishment)  provide  a  space  for  des¬ 
ignation  of  the  person(s)  to  whom 
copies  of  correspondence  should  be  sent. 
The  comment  stated  that  if  a  subcon¬ 
tract-manufacturer  registers,  there 
should  be  an  ofBcial  means  of  notifying 
the  responsible  manufacturer. 

The  Commissioner  notes  that  imder 
these  regulations  copies  of  all  corres¬ 
pondence  will  be  sent  to  the  official  cor¬ 
respondent  as  listed  on  Form  FD-2891. 
The  official  correspondent  is  responsible 
for  notifying  the  proper  persons  within 
the  establishment,  and,  when  desired  by 
those  persons,  those  with  whom  a  con¬ 
tractual  relationship  exists. 

9.  Five  comments  argued  that  the  5- 
day  period  allowed  for  submission  of 
amendments  to  the  establishment  regis¬ 
tration  vmder  proposed  S  807.26  is  too 
short  to  allow  for  prepsutition  within 
the  company  and  for  mailing  time.  Two 
of  the  comments  suggested  that  the  pe¬ 
riod  should  be  15  days;  three  comments 
suggested  that  30  days  should  be  allowed 
for  submission  of  amendments. 

The  Commissioner  agrees  that  5  days 
may  not  be  a  sufficient  time  for  submis¬ 
sion  of  amendments  to  the  registration 
form.  The  final  regtUation  therefore  al¬ 
lows  30  days  for  submission  of  an 
amendment  after  the  change  in  regis¬ 
tration  information  occiu^. 

10.  One  comment  referring  to  pro¬ 
posed  S  807.37  asserted  that  the  estab¬ 
lishment  registration  forms  should  not 
be  made  available  for  public  inspection 
since  the  listing  of  device  activities  on 
them  could  be  used  to  the  disadvantage 
of  the  person  submitting  the  registration 
forms. 

Section  510(f)  of  the  act  requires  the 
Commissioner  to  make  available  for  pub¬ 


lic  inspection  any  registration  submitted 
pursuant  to  section  510.  Accordingly, 
such  information  will  be  made  available 
as  required  under  the  act.  The  Ccxnmis- 
skmer  advises,  however,  that  he  does  not 
believe  that  the  registration  forms  re¬ 
quire  the  submissl(»  of  any  trade  secret 
Information  mr  any  Information  that 
truly  could  be  c<msidered  to  be  of  a  con¬ 
fidential  c(Hnmerclal  character. 

11.  Two  commoats  sought  clarification 
of  the  meaning  of  the  word  “requested" 
in  proposed  S  807.40  in  reference  to  reg¬ 
istration  procedures  for  foreign  device 
establishments.  These  comments  as¬ 
serted  that  if  foreign  manufacturers 
were  not  required  to  register  it  would 
give  them  an  unfair  competitive  ad¬ 
vantage  over  domestic  manxifacturers. 

Section  510(1)  of  the  act  provides  that 
foreign  device  establishments  “shall  be 
permitted”  to  register  according  to  regu¬ 
lations  to  be  pnMnulgated  by  the  Com¬ 
missioner.  The  Commissioner  therefore 
cannot  as  a  matter  of  law  require  foreign 
device  establishments  to  register.  How¬ 
ever,  foreign  device  establishments  will 
be  required  to  list  their  devices  with  FDA 
in  accordance  with  device-listing  regu¬ 
lations  that  will  be  published  in  the  Fed¬ 
eral  Register  as  a  proposal  in  the  near 
future. 

Under  section  801(a)  of  the  act.  the 
Commissioner  is  required  to  furnish  the 
Secretary  of  the  Treasury  a  list  of 
foreign  establishments  registered  pur¬ 
suant  to  subsection  510  (i).  If  a  foreign 
manufacturer  does  not  register  under 
subsection  510(1)  of  the  act  or  does  not 
provide  product-listing  information 
under  sub^tion  510(j)  of  the  act,  the 
device  is  required  to  be  sampled  by  tiie 
Secretary  of  the  Treasury  for  examina¬ 
tion  by  FDA  upon  importation  or  an  of¬ 
fer  of  importation  into  the  United  States. 

12.  One  comment  objected  to  the  ex¬ 
emption  in  pr(HX>sed  §  807.65(d)  for  li¬ 
censed  iH'actitioners  who  manufacture  or 
alter  devices  solely  for  use  in  their  prac¬ 
tice.  The  comment  stated  that  users  who 
alter  in  vitro  diagnostic  products  can 
create  serious  problems  since  such  de¬ 
vices  are  ho  longer  reporting  results  as 
labeled  by  the  manufacturer. 

The  Commissioner  advises  that 
S  807.65(d)  is  Intended  to  exempt  li¬ 
censed  practitioners  who  manufacture, 
alter,  or  use  devices  to  meet  the  needs  of 
a  particular  patient;  however,  exemption 
from  registration  does  not  relieve  such 
persons  from  their  obligation  to  comply 
with  other  provisions  of  the  act  or  regu¬ 
lations.  The  Commissioner  believes  that 
the  problem  of  improper  device  use  can 
be  regulated  more  appropirately  under 
the  investigational  device  exemption  au¬ 
thority  of  section  520(g)  of  the  act  (21 
U.S.C.  360j(g) )  and  restricted  device  au¬ 
thority  under  section  520(e)  of  the  act 
(21  U.S.C.  360J(e)).  The  comment  is 
therefore  rejected.  The  Commissioner 
recognizes  that  clinical  laboratories,  in¬ 
cluded  in  proposed  S  807.65(d) .  generally 
provide  a  service  resulting  from  the  use 
of  a  device.  He  has  therefore  deleted  ref¬ 
erence  to  It  In  S  807.65(d).  but  has  In- 


FEDERAL  REGISTER,  VOL  42,  NO.  163— TUESDAY,  AUGUST  23,  1977 


12522 

corporated  this  exemption  into  new 
5  807.65(i). 

13,  One  comment  objected  that  pro¬ 
posed  §  807.65(d)  exempted  from  regis- 
ti'ation  only  licensed  practitioners  who 
alter  devices.  Hie  comment  noted  that 
opticians  are  only  licensed  in  19  States 
and  that  no  distinction  should  be  made 
between  licensed  and  imlicensed  opti¬ 
cians  where  licensing  is  not  available. 

The  Commissioner  advises  that  opti¬ 
cians  are  specifically  exempted  in  new 
S  807.65  (i).  The  Commissioner  intends 
this  exemption  to  apply  to  any  optician 
who  meets  the  requirements  to  practice 
in  the  State  in  which  he  is  pr^ticing, 
■whether  or  not  there  is  a  State  licensing 
requirement. 

14,  One  comment  agreed  that  dental 
laboratories  should  be  exempted  from 
registration,  but  noted  that  in  proposed 
§  807.65  (i)  they  are  exempted  as  persons 
who  dispense  devices  to  the  ultimate 
consumer.  The  comment  indicated  that 
dental  laboratories  are  forbidden  by  the 
Federal  Denture  Act  of  1948  (18  U.S.C. 
1821)  to  dispense  devices  to  the  ultimate 
consumer. 

The  final  regulation  has  been  re¬ 
phrased  to  state  that  persons  who  dis¬ 
pense  devices  to  the  ultimate  consumer 
or  whose  major  responsibility  is  to  render 
a  service  necessary  to  provide  a  consum¬ 
er  with  a  device  are  exempt  from  regis¬ 
tration.  In  addition,  the  Commissioner 
is  adding  to  the  list  of  examples  in 
§  807.65  (i)  assemblers  of  diagnostic  X- 
ray  systems.  While  such  assemblers  are 
exempt  from  registration,  they  continue 
to  be  subject  to  the  assembler  certifica¬ 
tion  (reports  of  assembly)  requirements 
in  21  CFR  1020.30(d). 

15,  One  comment  suggested  that  pro¬ 
posed  §  807.65 (i)  be  clarified  to  indicate 
that  opticians  who  own  and  operate 
full-service  laboratories  should  be  ex¬ 
empted  from  establishment  registration. 
These  opticians  perform  functions  such 
as  processing,  surfacing,  edging,  finish¬ 
ing,  heat-treating,  tempering,  and  as¬ 
sembling  previously  manufactured  lenses 
or  frames.  The  comment  noted  that  these 
are  the  ordinary  functions  of  opticians 
and  it  is  therefore  presumed  that  it  was 
intended  that  opticians  who  perform 
these  functions  be  exempted.  Another 
comment  noted  that  individuals  and 
establishments  that  perform  the  same 
functions  as  full  service  optical  labora¬ 
tories  are  exempted  by  proposed  §§  807.65 
(d)  (licensed  ophthalmologists  and  op¬ 
tometrists)  and  807.65(i)  (opticians). 
Additionally,  two  comments  stated  that 
the  regulation  should  exempt  all  estab¬ 
lishments  engaged  in  the  production  of 
eyeglasses,  except  manufacturers  of  lens 
blanks  and  frames,  since  optometrists, 
opticians,  and  optical  laboratories  are 
not  engaged  in  any  process  which  in¬ 
volves  a  risk  to  the  public  health. 

The  Commissioner  agrees  with  these 
comments,  but  does  not  believe  that  a 
change  in  the  final  r^ulation  is  neces¬ 
sary  to  reflect  this  position.  While  oph¬ 
thalmologists,  optometrists,  and  opti¬ 
cians  are  list^  as  examples  of  the  types 
of  individuals  who  are  not  required  to 


RULES  AND  REGULATIONS 

register,  the  Commissioner  brieves  that 
full  service  laboratories  and  similar 
establishments  are  exempted  from  reg¬ 
istration.  However,  manufacturers  of 
lens  blanks  and  frames  are  not  exempt¬ 
ed  and  must  register. 

16.  Comments  suggested  that  pro¬ 
posed  S  807.65  be  clarified  to  indicate 
that  a  private  labeler,  who  obtains  a  de¬ 
vice  from  a  manufacturer  with  the  label 
already  applied  and  who  does  not  re¬ 
package  or  otherwise  alter  the  container 
or  label,  is  exempted  from  registration. 

Paragraph  (e)  of  this  section  provides 
an  exemption  for  a  pharmacy  or  similar 
retail  establishment  that  purchases  a  de¬ 
vice  for  subsequent  distribution  imder 
its  own  name.  The  Commissioner  intends 
this  exemption  to  apply  to  a  person  who 
obtains  a  device  from  a  manufacturer 
with  the  label  already  applied  and  who 
does  not  repackage  the  device  or  alter  the 
container  or  label.  The  Commissioner 
lieves  that  no  change  is  necessary  in  the 
final  regulation  to  reflect  this  position. 

Premarket  Notification  Procedures 

17.  Comments  asserted  that  PDA 
should  not  require  a  premarket  notifi¬ 
cation  submission  when  a  person  intends 
to  reintroduce  into  commercial  distri¬ 
bution  a  device  that  had  once  been  in 
commercial  distribution  but  had  been 
subsequently  discontinued.  The  com¬ 
ments  stated  that  there  is  no  legal  or 
factual  basis  for  such  a  requirement. 
One  comment  stated  that  there  is 
nothing  in  the  legislative  history  of  sec¬ 
tion  510(k)  of  the  act  to  substantiate 
the  view  that  a  discontinuance  of  com¬ 
mercial  distribution  before  May  28, 
1976,  means  that  the  device  should  not 
be  considered  to  have  been  on  the  mar¬ 
ket  prior  to  May  28,  1976.  Another  com¬ 
ment  indicated  that  the  House  Report 
stated  that  section  510(k)  of  the  act  was 
“designed  to  insure  that  manufacturers 
do  not  intaationally  circumvent  the  au¬ 
tomatic  classification  of  ‘new’  devices” 
(Medical  Device  Amendments  of  1976, 
February  29,  1976,  H.R.  94-853  at  37) 
and  argued  that  this  purpose  would  not 
be  served  by  requiring  a  premarket  noti¬ 
fication  submissicMi  for  the  reintroduc¬ 
tion  of  a  device  on  the  market  prior  to 
May  28,  1976.  An  additional  comment 
not^  that  no  practical  purpose  would 
be  served  by  this  requirement  since  FDA 
would  be  notified  of  the  reintroduction 
of  any  device  under  the  device  listing 
procedures  of  section  510(j)  of  the  act. 

The  Commissioner  generally  agrees 
that  it  is  not  necessary  to  require  a  pre¬ 
market  notification  submission  for  the 
resumption  of  cwnmercial  distribution 
of  a  device  that  was  on  the  market  and 
was  later  discontinued  by  the  manufac¬ 
turer,  Tlie  owner  or  operator  will,  how¬ 
ever,  be  required  to  report  imder  the 
device  listing  regulations  the  resumption 
of  commercial  distribution  of  a  device. 
The  device  listing  regulations  will  be 
published  in  the  Federal  Register  in  the 
near  future. 

The  owner  or  operator  would  not  be 
circumventing  the  automatic  classifica¬ 
tion  of  “new”  devices  if  the  device  had 


previously  been  in  commercial  dlstribu- 
ticm  and  had  be^  classified.  ITie  Com¬ 
missioner  cauticms,  however,  that  If  the 
device  in  question  has  been  changed  or 
modified  to  the  extent  that  a  premarket 
notification  would  be  required  under  the 
criteria  of  proposed  5  807.81(a)(3),  a 
premarket  notification  submission  would 
then  be  required. 

18.  Numerous  comments  requested 
clarification  or  changes  in  proposed 
5  807.81(a)(3)  with  reference  to  situa¬ 
tions  requiring  a  premarket  notification 
submission  when  a  change  or  modifica¬ 
tion  is  to  be  made  to  a  device  already  in 
commercial  distribution.  These  com¬ 
ments  stated  that:  (1)  Ihere  is  no  need 
to  require  a  premarket  notification  sub¬ 
mission  when  a  proposed  change  will  in¬ 
crease  the  safety  or  effectiveness  of  the 
device,  (2)  Not  every  change  in  design, 
material,  chemical  composition,  energy 
source,  and  manufaotuilng  process  is  a 
significant  change  affecting  the  safety  or 
effectiveness  of  the  device  and  therefore 
a  premarket  notification  submission 
should  not  be  required  for  every  such 
change.  Instead,  the  regulation  should 
identify  what  types  of  changes  are  sig¬ 
nificant  enough  to  require  a  premarket 
notification  submission.  (3)  The  Food' 
and  Drug  Administration  should  not  re¬ 
quire  a  premarket  notification  submis¬ 
sion  for  every  change  in  manufacturing 
process  since  too  many  such  changes  are 
made  on  a  regular  b^is. 

The  Commissioner  believes  that  PDA 
should  be  aware  of  and  determine 
whether  or  not  a  change  will  Increase 
the  safety  or  effectiveness  of  the  device. 
Proposed  5  807.81(a)  (3(i),  therefore,  has 
been  changed  in  the  final  regulaticm  to 
require  that  a  premarket  notification  be 
submitted  only  for  changes  that  could 
significantly  affect  safety  or  effectiveness 
whether  or  not  the  manufacturer  be¬ 
lieves  that  it  will  increase  or  decrease 
safety  or  effectiveness. 

The  Commissioner  did  not  intend  that 
the  owner  or  operator  should  submit  a 
premarket  notification  for  every  change 
in  design,  material,  chemical  compo¬ 
sition,  energy  source,  or  manufacturing 
process.  This  list  was  only  intended  as 
an  example  of  s(Hne  tyF>es  of  changes 
that  oft^  affect  safety  or  effective¬ 
ness.  The  manufacturer  is  required  to 
submit  a  premarket  notification  only  if 
the  change  could  sWificantly  affect  the 
safety  or  effectiveness  of  the  device 
whether  or  not  it  is  a  change  of  one  of 
the  tsres  given  as  examples.  A  change 
has  b^n  made  in  new  §  807.81(a)  (3)  to 
indicate  that  premarket  notification  is 
required  only  if  the  change  or  modifica¬ 
tion  could  significantly  affect  the  safety 
or  effectiveness  of  the  device  or  if  there 
is  a  major  change  or  modification  in  the 
intended  use  of  the  device. 

Under  the  act,  the  burden  is  on  the 
manufacturer  to  determine  whether  a 
,  premarket  notification  should  be  submit¬ 
ted  for  a  change  or  modification  in  a 
device.  The  Cixnmissioner  believes  that 
the  manufacturer  is  the  person  best 
qualified  to  make  this  determination.  If 
appropriate,  FDA  will  notify  the  manu- 
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facturer  Uiat  the  jmemai^et  noUflcatloii 
that  was  submitted  need  not  have  been 
submitted  so  that  he  may  be  aware  that 
premarket  notification  is  not  required 
in  such  a  situation.  Frtmi  such  experi¬ 
ences,  FDA  may  eventually  draw  some 
guidelines  as  to  when  a  premarket  noti¬ 
fication  submission  is  not  required. 

A  question  has  been  raised  whether  a 
premarket  notification  is  required  when 
a  Firm  B  purchases  the  product  line  of 
a  Cwnpany  A,  Including  the  manufac¬ 
turing  facility  for  that  product.  The 
Commissioner  believes  that  a  premarket 
notification  would  not  be  required  in  that 
sittiatlon  unless  the  devise  has  been 
changed  or  modified  to  the  extent  that 
the  provisions  of  S  807.81(a)  (3)  would 
apply.  Secticm  510(k)  of  the  act  would 
not  apply  to  this  situation  because  Firm 
B  would  not  be  proposing  “to  begin  the 
introduction  or  delivery  for  introduction 
into  Interstate  commerce  for  commer¬ 
cial  distribution”  of  a  device.  Rather, 
Firm  B  would  be  marketing  the  device 
in  place  of  Ccanpany  A. 

In  such  instances,  FDA  will  be  noti¬ 
fied  of  a  change  in  ownership  by  other 
mecms.  Under  new  S  807.26,  the  owner  or 
<H>erator  must  report  a  change  in  indi¬ 
vidual  owenrship  or  corporate  or  part¬ 
nership  structure  within  30  days  of  the 
change.  The  owner  or  operator  will  also 
be  required  to  report  a  change  in  own¬ 
ership  under  the  device-listing  proce¬ 
dures  to  be  published  as  proposed  reg¬ 
ulations  in  the  Federal  Register  in  the 
near  future. 

19.  A  comment  objected  tliat,  under 
proposed  §  807.85,  the  exemption  from 
premarket  notification  to  be  granted  to 
custom  device  manufacturers  would  not 
not  be  allowed  if  the  device  is  offered 
through  advertising  by  the  manufac¬ 
turer  importer,  or  distributor.  The  com¬ 
ment  noted  that  the  dissemination  of 
this  information  is  essential  to  the  medi¬ 
cal  community  in  obtaining  the  medical 
devices  needed  to  treat  all  patients. 

The  prohibition  of  advertising  in 
§  807.85  is  intended  to  apply  only  to  the 
advertising  of  a  particular  device.  It  does 
not  prc^ibit  the  custom  device  manufac¬ 
turer  from  advertising  that  he  manufac¬ 
tures  custom  devices  of  a  particular  ge¬ 
neric  type.  The  exemption  for  manufac¬ 
turers  of  custom  devices  is  intended  to 
apply  to  only  those  who  are  customizing 
devices  to  fit  the  needs  of  a  particular  pa¬ 
tient  so  that  they  will  not  be  required  to 
file  a  premarket  notification  for  each 
particular  device.  This  reasoning  does 
not  ai^ly  if  the  manufacturer,  through 
advertising,  is  generally  offering  a  par¬ 
ticular  device  for  sale.  If  the  device  is 
widely  offered  through  advertising,  it 
could  not  be  considered  a  custom  device. 

20.  The  Commissioner  is  adding  to  new 
§  807.85  exemptions  from  premarket 
notification  for  a  distributor  who  places 
a  device  in  commercial  distribution  for 
the  first  time  imder  his  own  name  and 
for  a  repackager  who  places  his  own 
name  on  a  device,  neither  of  whom  other¬ 
wise  changes  the  labeling  or  affects  the 
device.  The  exemption  applies  if  the  de¬ 
vice  was  in  ciunmercial  distribution  be¬ 


fore  May  28, 1976,  the  date  at  enactment 
at  the  Medical  Device  AmmdmentB  of 
1976,  and  la  being  classified.  If  a  pre- 
market  notification  was  sutaiitted  by  an¬ 
other  person,  another  premarket  notifi¬ 
cation  would  be  a  duplication  and  would 
not  be  necessary. 

21.  One  comment  suggested  that  P7DA 
exempt  from  the  premarket  notification 
requirements  a  device  that  has  been 
changed  by  the  manufacturer  if  (1)  the 
device  has  the  intended  pmpose  of  only 
performing  in  vitro  diagnostic  tests;  (2) 
the  change  is  intended  to  improve  the 
device:  and  (3)  the  change  does  not  re¬ 
quire  a  change  in  labeling. 

The  Cbmmission  disagrees  with  the 
suggestion.  A  change  can  be  made  to  an 
in  vitro  diagnostic  product  which  does 
not  require  a  change  in  labeling  but  that 
is  significant  enough  to  affect  the  safety 
and  effectiveness  of  the  device.  Premarket 
notification  must  be  required  for  such  a 
change. 

22.  The  Commissioner  has  also  added 
to  new  S  807.87(a)  a  requirement  that  a 
premarket  notification  submission  con¬ 
tain  the  classification  name  of  the  device, 
if  known.  This  name  is  the  one  used  by 
the  classification  panels  in  the  classifica¬ 
tion  process  under  section  513  of  the  act. 
Use  of  the  classification  name  will  be  dis¬ 
cussed  further  in  the  preamble  to  the 
proposed  device-listing  regulations, 
which  will  be  published  in  the  Federal 
Register  in  the  near  future.  The  Pood 
and  Drug  Administration  will  furnish  a 
list  of  classification  names  with  the 
device-listing  forms  or  upon  request. 

The  Commissioner  has  added  to  new 
§  807.87(b)  a  requirement  that  a  pre¬ 
market  notification  submission  contain 
the  establishment  registration  number, 
if  any,  of  the  owner  or  operator  sub¬ 
mitting  the  premarket  notificaticm.  This 
is  to  be  used  to  identify  registered  manu- 
factiu-ers.  The  Food  and  Drug  Adminis¬ 
tration  will  provide  any  person  who  does 
not  supply  an  establishment  registraticm 
number  in  the  premarket  notification 
with  appropriate  instructions  on  estab¬ 
lishment  r^lstration. 

The  CJcmimissioner  has  also  added  to 
new  §  807.87(e)  a  requirement  that  a  pre¬ 
market  notification  include  photographs 
or  engineering  drawings  where  applica¬ 
ble.  Photographs  or  drawings  should  be 
submitted  when  they  will  aid  in  imder- 
standing  the  operation  of  the  device. 

23.  One  comment  noted  that  proposed 
§  807.87(c)  (redesignated  §  807.87(d)) 
required  that  a  premarket  notification 
submission  contain  a  statement  of  the 
action  taken  to  comply  with  the  pre- 
market  apiMxival  requirements  of  sec¬ 
tion  515  of  the  act,  even  though  imder 
proposed  §  807.81(b)  a  premarket  noti¬ 
fication  submission  is  not  required  when 
a  premarket  approval  application  has 
been  submitted  for  the  device. 

The  Commissioner  agrees  with  this 
comment.  If  a  premarket  approval  ai>- 
plication  has  been  submitted,  a  pre¬ 
market  notification  submission  would  not 
be  required  since  FDA  would  already  be 
advised  of  the  intoit  to  market  Accord¬ 
ingly.  the  requirement  has  been  ddeted 
from  the  final  regulation. 


24.  One  comment  objected  that  under 
proposed  S  807.87  too  much  information 
is  required  to  be  included  in  a  premarket 
notification  submission.  The  comment 
asserted  that  section  510(k)  of  the  act 
was  intended  to  require  notificaticm  only 
and  not  “mini-premarket  aroroval.” 

The  requirements  of  section  510(k)  of 
the  act  are  intended  not  only  to  notify 
FDA  that  a  device  is  about  to  be  marketed 
but  primarily  to  enable  FDA  to  determine 
whether  the  device  is  substantially  equiv¬ 
alent  to  one  already  in  commercial  dis¬ 
tribution.  The  information  required  by 
§  807.87  is  necessary  to  carry  out  this 
purpose  and  is  not  intended  to  be  a 
•‘mini-premarket  approval  application.” 

25.  Several  comments  asserted  that 
FDA  has  no  authority  for  the  require¬ 
ment  in  proposed  §  807.87(d)  (redesig¬ 
nated  §  807.87(e) )  that  representative 
advertisements  be  included  in  the  pre¬ 
market  notification  submission;  the 
comments  stated  that  under  section  510 
(j)  (1)  (B)  of  the  act,  FDA  may  only  re¬ 
quire  the  submission  of  advertisements 
for  restricted  devices.  One  ccxnment 
noted  that  advertisements  may  not  yet 
be  available  90  days  before  Uie  market¬ 
ing  date. 

The  limiting  procedures  of  section 
510(j)(l)(B)  of  the  act  apply  only  to 
the  listing  of  devices  and  therefore  do 
not  limit  the  authority  of  the  Cixnmls- 
sioner  to  require  the  submission  of  ad¬ 
vertising  with  premarket  notifications 
under  section  510(k)  of  the  act.  Section 
510(k)  provides  that  premarket  notifi¬ 
cation  ^all  be  submitted  in  such  form 
and  manner  as  the  Commissiraier  shall 
by  regulations  prescribe.  The  Commis¬ 
sioner  is  of  the  opinion  that  this  is  au¬ 
thority  for  requiring  the  submission  of 
representative  advertisements.  The  sub¬ 
mission  of  advertisements  is  necessary  to 
show  the  uses  for  which  a  device  is  being 
prcHnoted  so  as  to  determine  whether 
the  device  is  substantially  equivalent  to 
a  device  already  in  commercial  distribu¬ 
tion. 

26.  Several  ciunments  addressed  pro¬ 
posed  §  807.87(e)  (redesignated  S  807.87 
(f))  which  requires  the  inclusimi  of  a 
statement  in  the  premarket  notificatiim 
submission  indicating  how  a  device  is 
or  is  not  substantially  equivalent  to  a 
device  already  in  commercial  distribu- 
ti(Hi  and  data  to  support  that  statement 
One  comment  suggested  that  data  to 
support  the  statement  should  be  required 
(«ily  if  necessary  since,  in  many  cases, 
it  will  be  obvious  if  a  device  is  substan¬ 
tially  equivsdent.  Three  comments  sug¬ 
gested  that  FDA  define  more  clearly  the 
tsrpe  of  data  needed  to  support  a  state¬ 
ment  that  a  device  is  substantially  equiv¬ 
alent.  Also,  one  comment  stated  that  it 
is  not  appropriate  to  require  that  sup¬ 
porting  data  be  included  in  a  premarket 
notification  submissimi  since  section  510 
(k)  of  the  act  is  a  notification  provision 
and  not  a  premarket  approval  provision. 

It  has  been  pointed  out  above  that 
submission  of  certain  information  is  nec¬ 
essary  to  carry  out  the  purpose  of  sec¬ 
tion  510(k)  of  the  act.  From  the  infor¬ 
mation  submitted  pursuant  to  section 
510(k)  of  the  act,  the  Commissioner  must 
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be  able  to  determine  whether  the  device 
is  substantially  equivalent  to  one  already 
in  ccMnmercial  distributl<Hi.  The  type  of 
data  needed  to  support  a  claim  that  one 
device  is  substantially  equivalent  to  an¬ 
other  will  vary  widely  depending  on  the 
type  of  device.  The  Commissioner  can¬ 
not  make  a  more  specific  statement  as 
to  the  type  of  information  required.  The 
information  that  is  necessary  must  be 
determined  on  an  individual  basis.  The 
manufacturer  is  best  qualified  to  deter¬ 
mine  the  type  of  information  that  should 
be  submitt^  to  demonstrate  that  his 
device  is  substantially  equivalent  to  an¬ 
other  device  that  was  on  the  market  on 
May  28,  1976  or  is  equivalent  to  a  device 
that  has  been  classified  into  class  I  or 

n. 

The  amount  of  data  needed  to  support 
a  claim  of  substantial  equivalence  also 
will  vary  widely.  In  some  instances,  the 
data  needed  to  support  claims  of  sub¬ 
stantial  equivalence  will  be  minimal.  The 
Commissioner  therefore  rejects  the  com¬ 
ments  suggesting  that  supporting  data 
only  be  required  if  necessary. 

27.  One  comment  objected  that  under 
proposed  §  807.87 (gi  (redesignated  S  807.- 
87(h)),  the  owner  or  operator  would  have 
to  wait  an  additional  90  dasrs  to  market 
the  device  after  submitting  a  new  or 
amended  premarket  notification  submis¬ 
sion,  when  the  Commissioner  determines 
that  the  original  submission  was  insufB- 
cient.  The  comment  asserted  that  section 
510(k)  of  the  act  does  not  provide  for  the 
approval  or  disapproval  of  a  premarket 
notification  submission  and  al^  does  not 
contain  any  provisions  that  would  allow 
tlie  agency  to  keep  a  device  off  the  mar¬ 
ket  more  than  90  days  after  the  original 
filing  of  the  premarket  notification  sub¬ 
mission.  One  comment  suggested  that  if 
the  siddltional  Information  requested  for 
a  premarket  notification  submission  is 
submitted  within  45  days  of  the  original 
intended  market  date,  the  owner  or 
erator  should  be  allowed  to  market  the 
device  on  the  original  date. 

Several  comments  objected  to  the  basic 
concept  imder  proposed  §  807.87(g)  (now 
§  807.87(h))  that  allows  the  Commis¬ 
sioner  to  request  additional  information 
from  the  owner  or  operator  when  there 
Is  InsufBcient  information  in  the  original 
premai^et  notification  submission  to  de¬ 
termine  whether  the  device  is  substan¬ 
tially  equivalent  to  one  already  in  com¬ 
mercial  distribution.  (Proposed  §  807.87 
(g)  also  required  that  the  requested  in¬ 
formation  submitted  at  least  90  days 
before  the  owner  or  operator  intended  to 
market  the  device.)  Five  comments  noted 
that  the  preamble  to  the  proposed  regu- 
ulatlon  stated  that  the  Commissioner 
would  notify  the  owner  or  operator 
within  30  days  if  the  information  con¬ 
tained  in  the  premarket  notification  sub¬ 
mission  was  insufficient,  but  that  no  such 
statement  was  included  in  the  regulation. 
Another  comment  stated  that  the  regu¬ 
lation  should  require  that  FDA  specify 
In  its  notification  to  the  owner  or  oper¬ 
ator  exactly  what  information  is  lacking 
In  the  premarket  notification  submission. 

As  noted  above,  section  510(k)  ot  the 
act  is  more  than  a  notification  provision. 


The  Commissioner  must  determine 
whether  the  device  about  to  be  marketed 
Is  substantially  equivalent  to  one  already 
in  commercial  distiibutkxi.  To  this  end, 
section  510(k)  of  the  act  provides  that 
the  notification  shall  be  made  in  such 
form  and  manner  as  the  Commissioner 
shall  prescribe.  The  Commissioner  there¬ 
fore  has  the  authcH-ity  to  reject  a  notifi¬ 
cation  which  does  not  meet  the  pre¬ 
scribed  form  or  one  which  does  not  con¬ 
tain  adequate  information. 

In  most  cases,  the  Commissioner  will 
make  any  necessary  request  for  addi¬ 
tional  information  within  30  days  after 
the  original  submission.  However,  in  cer¬ 
tain  cases,  the  Commissioner  hiay  have 
to  request  additional  information  after 
the  initial  30-day  period.  The  Commis¬ 
sioner  must  retain  this  option  to  ensure 
that  he  obtains  the  information  that  is 
necessary  to  make  a  proper  decision  (m 
a  premarket  notification.  Therefore,  the 
Commissioner  rejects  the  comment  that 
suggested  that  the  regulation  should  re¬ 
quire  the  Commissioner  to  request  any 
necessary  additional  Information  within 
30  days  after  the  initial  submission. 

After  the  Commissioner  requests  ad¬ 
ditional  information  and  the  informa¬ 
tion  is  submitted,  the  amended  premar¬ 
ket  notification  will  receive  expected  re¬ 
view  and  FDA  will  generally  respond  to 
it  in  far  less  than  90  days.  However,  in 
certain  cases,  the  additional  information 
may  be  substantial  and  a  90-day  period 
may  be  needed  to  review  this  informa¬ 
tion.  The  CommissiOTier  therefore  re¬ 
jects  any  suggestion  that  FDA  should 
allow  the  device  to  be  marketed  less  than 
90  days  after  the  submission  of  the  ad¬ 
ditional  information. 

If  possible  the  Commissioner  will  no¬ 
tify  the  person  submitting  the  premarket 
notification  of  the  specific  Infmmatlon 
required  to  complete  the  sutoiission. 
However,  ^  scnne  cases,  this  may  not  be 
possible.  The  Commissioner  believes  that 
the  manufacturer  is  best  qualified  to 
show  whether  his  iMuduct  is  substan¬ 
tially  equivalent  to  (me  already  on  the 
market.  The  Commlssi(mer  Uierefore  re¬ 
jects  the  suggestion  that  the  regulation 
require  the  Cmnmlssioner  to  specify  ex¬ 
actly  what  Informaticm  is  lacking  in  a 
premaiket  notificaticHi  submission.  How¬ 
ever.  the  Commissioner  will  provide  this 
Information  to  the  applicant,  where  ap¬ 
propriate. 

The  Ccmunlssioner  is  adding  a  require¬ 
ment  to  new  i  807.87(h)  stating  that, 
if  the  additional  information  is  not  sub¬ 
mitted  within  30  days  after  it  is  re¬ 
quested,  the  Commissioner  will  consida* 
the  premarket  notification  submission  to 
be  v^thdrawn.  In  such  cases,  the  device 
cannot  be  mailceted  unless  (1)  a  new 
premarket  notificati<m  is  submitted  and 
the  device  is  declared  substantially 
equivalent,  or  (2)  the  devl<»  is  classified 
in  class  I  or  n  pursuant  to  a  petition  filed 
under  section  513(f)  (2)  of  the  act,  or  (3) 
the  device  is  the  subject  of  an  approved 
premaiket  approval  appUcatlcm  under 
section  515  of  the  act. 

28.  The  Ckmunissioner  has  revised 
i  807.95(a)  to  clarify  that  in  all  cases 
the  existence  of  a  premarket  notiflcati(Xi 


submission  is  to  be  available  for  public 
disclosure  upon  request  when  a  device  is 
marketed  or  the  manufacturer  or  dis¬ 
tributor  discloses  his  Intent  to  market 
the  devl<^  This  is  true  whether  any 
period  for  confidentiahty  that  FDA 
granted  the  notification  has  expired  and 
whether  the  premarket  notificaticm  was 
submitted  before  or  after  the  effective 
date  of  these  regulations. 

The  proposal  did  not  address  the  possi¬ 
bility  that  the  person  submitting  a  pre- 
market  notification  submission  might 
disclose  his  intent  to  market  the  device, 
not  did  the  proposal  indicate  whether 
FDA  would  respond  to  public  informa¬ 
tion  requests  about  whether  there  had 
been  a  submission  for  an  already  mar¬ 
keted  or  advertised  prcxiuct.  The  agency 
has  no  grounds  for  withholding  infcx’- 
mation  that  would  reveal  the  intent  to 
market  a  device  when  the  person  sub¬ 
mitting  the  premarket  notification  sub¬ 
mission  has  revealed  these  mariceting 
plans,  or  wh^  marketing  has  already 
occurred.  There  may  be  Instances  in 
which  a  manufacturer  seeks  to  discover 
whether  a  competitor  has  violated  the 
Mt.  by  determining  whether  there  is  a 
‘premarket  notificatkm  submissicm  for 
a  device.  However,  the  fact  that  a  manu¬ 
facturer  has  not  submitted  such  a  notifi¬ 
cation  is  not  confidential  ccxnmercial  in¬ 
formation  that  is  exempt  from  dis¬ 
closure.  however  useful  or  interesting  it 
might  be.  Handling  of  pulfiic  informa¬ 
tion  requests  for  premarket  notification 
submissions  is  facilitated  wh^  those  re¬ 
quests  are  accompanied  by  evidence 
that  there  has  been  public  disclosure  of 
the  Intent  to  market  a  device,  or  that 
marketing  is  begun,  or  when  FDA  has 
obtained  such  evidence  from  other 
sources. 

The  C)oimmlssi(»ier  also  has  clarified 
In  §  807.95(c)  the  duratl<Hi  (rf  confiden¬ 
tiality  for  premsu’ket  notificatlcxi  sub¬ 
missions  in  the  three  situations  where 
submissicms  may  be  granted  confidential 
treatm^t  for  more  than  90  days.  Of 
course,  none  of  these  provisions  for  con¬ 
tinued  (xxifidentiality  apply  once  the 
device  is  marketed  or  the  person  who 
submitted  the  premarket  notification  has 
revealed  the  Intent  to  market  the  device. 

First,  if  the  Commissions*  requests 
additional  information  regarding  the 
device  und^  i  807.87(h).  the  existence 
of  the  submissions  will  not  be  disclosed 
until  90  days  after  the  agency’s  receipt 
of  a  complete  premarket  notification 
submissicxi. 

Second,  if  the  Commissioner  deter¬ 
mines  that  the  device  is  a  class  m 
device,  it  cannot  be  marketed  without 
premarket  approval  or  reclassification. 
When  the  Cmnmisslcmer  makes  this  de¬ 
termination.  the  existence  of  the  sub¬ 
mission  will  not  be  dis(fiosed  unless  a 
petition  for  reclassification  is  sub¬ 
mitted  under  section  513(f)  of  the  act 
and  its  exist«ice  can  be  disclosed  under 
proposed  i  880.5(d).  Proposed  f  860.5(d) 
is  a  provlskm  of  the  agency’s  classifica¬ 
tion  regulations  to  be  published  in  the 
Federai.  Register  in  the  near  future,  and 
is  consistent  wtth  the  re(iulrements  in 
secUon  51S(f)  (2)  of  the  act  that  FDA 
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provide  opportunity  for  public  partici¬ 
pation  in  reclassification  of  new  devices 
and  in  section  520  (c)  of  the  act  that  nSA 
not  rely  on  trade  secrets  or  other  confi¬ 
dential  commercial  information  as  the 
basis  for  reclassifying  a  class  ni  device. 
Future  FDA  regulati<ms  will  address  the 
confidentiality  of  intent  to  market  a 
device  when  an  application  for  premar¬ 
ket  approval  of  a  device  js  submitted 
under  section  515  of  the  act.  The  Com¬ 
missioner  believes  that  it  will  be  yery 
unlikely  that  the  Intent  to  market  a 
device  that  is  the  subject  of  such  an 
application  would  in  fact  be  confidential, 
because  the  sponsor  would  almost  in¬ 
variably  have  had  to  reveal  its  market¬ 
ing  plans  to  some  persons  outside  the 
company  and  because  of  the  statutory 
requirement  for  advisory  committee 
review. 

Third,  if  the  person  requests,  and  PDA 
agrees,  that  the  Intent  to  market  a  de¬ 
vice  be  held  in  confidence  for  more  than 
90  days  because  the  person  has  rea¬ 
son  to  believe  that  the  actual  marketing 
of  the  device  may  be  delayed,  the  Cotn- 
mlssioner  will  not  disclose  the  existence 
of  the  submission  until  PDA  receives  the 
required  notification  that  the  device  has 
been  put  on  the  market  or  that  the  In¬ 
tent  to  market  the  device  has  been  dis¬ 
closed. 

Once  FDA  can  disclose  the  fact  that 
a  premarket  notification  sutmilssion 
exists,  the  contents  of  the  submission 
(other  than  information  protected  under 
§  807.95(d))  will  be  available  for  public 
disclosure. 

29.  Several  comments  asserted  that  the 
Intent  to  market  a  device  should  be  kept 
confidential  without  the  owner  or  op«*a- 
tor  having  to  request  confidentiality  as 
required  by  proposed  §  807.95(a).  The 
Commissioner  believes  that  it  is  appro¬ 
priate  to  require  the  person  submitting 
the  premarket  notification  submission  to 
request  that  it  be  kept  confidential.  The 
intent  to  market  a  device  will  in  many 
cases  be  known  to  persons  outside  the 
ccffnpany,  and  the  Commissioner  believes 
that  information  concerning  a  premar¬ 
ket  notification  submission,  including  its 
existence,  should  be  available  for  public 
disclosure,  upon  request,  unless  the  per¬ 
son  submitting  it  shows  that  the  intent 
to  market  the  device  is  confidential  com¬ 
mercial  information. 

The  Commissioner  has  revised  §  807.- 
95  to  require  a  pei*son  submitting  a  certi¬ 
fication  of  confidentiality  to  include  a 
statement  that  the  person  understands 
that  the  submission  to  the  government 
of  false  information  is  prohibited  by  18 
U.S.C.  1001  and  21  U.S.C.  331toJ.  This 
change  imderlies  the  importance  of  sub¬ 
mitting  truthful  requests  for  confiden¬ 
tial  treatment  of  premarket  notification 
submissions  and  thus  discourages  indis¬ 
criminate  claims  of  confidentiality.  The 
C?ommissioner  also  is  requiring  the  per¬ 
son  submitting  the  request  for  confiden¬ 
tiality  to  agi-ee  to  notify  FDA  Im¬ 
mediately  if  the  person  discloses  the  in¬ 
tent  to  mai^et  the  device  to  anyone,  ex¬ 
cept  employees  of  or  paid  consilltants 
to  the  establishment,  or  individuals  in 


an  advertising  or  law  firm  pursuant  to 
oommerclal  arrangonents  with  appro¬ 
priate  safeguards  for  confid^tlallty. 

30.  Another  comment  stated  that  the 
intuit  to  mai^et  a  device  should  be 
kept  confidential  until  the  owner  or  op¬ 
erator  notifies  FDA  of  the  actual  market¬ 
ing  of  the  device. 

The  regulations  have  retained  the  pro¬ 
vision  that  the  existence  of  the  premar¬ 
ket  notification  submission,  and  thus  the 
contents  other  than  trade  secrets,  will 
be  kept  confidential  for  90  days  when  the 
person  submitting  it  demonstrates  to  the 
agency’s  satisfaction  that  the  intent  to 
market  the  device  is  confidential.  The 
agency  believes  this  approach  is  more 
workable  in  most  cases  than  that  sug¬ 
gested  by  the  comment.  However,  under 
§  807.95(b)  (1)  (iii)  the  Commissioner  will 
keep  the  intent  to  market  a  device  con¬ 
fidential  until  actual  marketing  of  the 
device  burins  when  this  is  expected  to 
occur  more  than  90  days  after  the  pre¬ 
market  notification  if  the  person  sub¬ 
mitting  it  convinces  FDA  that  the  notifi¬ 
cation  should  be  kept  confidential  imtU 
actual  marketing  begins  and  agrees  to 
comply  with  certain  specified  conditions, 
including  a  requirement  to  notify  the 
Commissioner  when  the  device  is  mar¬ 
keted  or  when  the  person  reveals  the 
intent  to  market  the  device. 

31.  Other  comments  opposed  the  con¬ 
ditions  placed  on  persons  seeking  to  pro¬ 
tect  the  confidentiality  of  a  premarket 
notification  submission.  Several  com¬ 
ments  objected  to  the  fact  that  proposed 
§  807.95  required  the  owner  or  operator 
to  certify  that  he  has  not  released  the 
information  to  individuals  outside  the 
company  who  are  not  paid  consultants. 
These  comments  pointed  out  that  the 
owmer  or  operator  may  have  to  release 
the  information  to  investigators  and  sci¬ 
entists  who  are  not  paid.  The  comments 
also  stated  that  the  intent  to  market  a 
device  should  be  kept  confidential  by 
FDA  if  the  intent  to  market  is  made 
known  to  individuals  not  in  the  employ 
of  the  owner  or  operator  but  who  are 
in  a  confidential  relationship  with  him 
and  if  the  manufacturer  has  taken  rea¬ 
sonable  stei>s  to  protect  the  confidenti¬ 
ality  of  the  information.  One  comment 
stated  that  the  intent  to  market  a  de¬ 
vice  may  necessarily  be  released  on  a 
confidential  basis  to  advertising  person¬ 
nel  and  others  who  do  not  fall  within  the 
category  of  employees  of  the  establish¬ 
ment  under  proposed  §  807.95<a)  (1)  but 
should  nevertheless  be  kept  confidential. 

The  Commissioner  agrees  that  a  dis¬ 
cussion  with  individuals  hi  an  advertis¬ 
ing  firm  or  a  law  firm  should  not  be  re¬ 
garded  as  a  breach  of  confidentiality  of 
the  intent  to  market  a  device  and  has  re¬ 
vised  the  regulation  accordingly. 

32.  One  comment  stated  that  material 
dealing  with  comparative  literature  and 
data  to  support  a  claim  of  substantial 
equivalence  should  be  exempt  from  dis¬ 
closure  because  it  could  be  relevant  in 
the  event  there  is  litigation  involving 
patent  infringement. 

Under  §  807.95(d),  data  and  mforma- 
tion  submitted  pursuant  to  the  prwnar- 


ket  notification  regulations  that  are 
trade  secret  information  shall  be  held 
as  confidential.  The  Commissioner  can¬ 
not,  however,  make  a  broad  statement 
that  all  material  dealing  with  compara¬ 
tive  literature  and  data  to  support  sub¬ 
stantial  equivalence  will  be  considered 
confidential.  The  possibility  that  such 
information  could  be  relevant  in  litiga¬ 
tion  involving  patent  infringement  does 
not  provide  FDA  with  grounds  for  with¬ 
holding  the  information  under  any  ex¬ 
emption  to  the  Freedom  of  Information 
Act.  Although  evidence  that  a  competitor 
infringed  a  patent  may  be  commercially 
useful  information,  it  is  not  confiden¬ 
tial  commercial  information  that  is 
entitled  to  confidentiality.  The  Commis¬ 
sioner  notes,  however,  that  a  determina¬ 
tion  of  substantial  equivalence  under  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
relates  to  the  fact  that  the  product  can 
lawfully  be  marketed  without  premarket 
approval  or  reclassification.  This  deter¬ 
mination  is  not  intended  to  have  any 
bearing  whatever  on  the  resolution  of 
patent  infringement  suits. 

33.  The  Commissioner  cautions  that 
FDA  may  in  the  future  propose  revisions 
in  the  policy  set  forth  in  §  807.95.  FDA 
currently  is  reviewing  the  procedures  by 
which  it  handles  requests  for  disclosure 
of  information  concerning  the  existence 
of  a  variety  of  submissions  that  are  made 
to  it,  including  new  drug  applications, 
new  animal  drug  applications,  and  de¬ 
vice  premarket  approval  applications. 
The  agency  may  revise  its  current  pro¬ 
cedures  so  as  to  acknowledge  in  all  cases 
the  existence  of  these  pending  submis¬ 
sions.  Because  the  proper  method  of 
handling  requests  for  data  and  informa¬ 
tion  on  device  premarket  notification 
submissions  involves  many  of  the  same 
issues  that  are  involved  in  requests  for 
information  on  new  drug  applications 
and  similar  applications,  §  807.95  may 
eventually  be  revised  in  future  regula¬ 
tions  in  light  of  the  agency’s  decisions  on 
how  all  such  related  submissions  should 
be  handled. 

The  Commissioner  has  had  to  decide 
how  to  handle  public  information  re¬ 
quests  for  premarket  notification  sub¬ 
missions  received  before  the  effective 
date  of  these  regulations.  Freedom  of 
information  requests  have  been  received 
for  such  premarket  notification  submis¬ 
sions  review  by  FDA.  TTiere  is  no  ques¬ 
tion  about  the  agency’s  handling  of  these 
requests  where  PTDA  knows,  eitlier  from 
the  public  information  requests  or  from 
other  sources,  that  the  device  has  been 
put  on  the  market  or  the  intent  to  do  so 
has  been  disclosed:  The  existence  of  the 
notification  and  its  contents,  other 
than  any  bona  fide  trade  secrets,  are  dis- 
closable.  More  difficult  questions  arise 
in  situations  in  which  FDA  simply  does 
not  know  whether  a  device  that  was  the 
subject  of  a  submission  has  been  put  on 
the  market  or  the  intent  to  do  so  has 
been  disclosed.  Therefore,  as  discussed 
below,  FTDA  is  requiring,  by  October  25, 
1977,  submission  of  justification  for  con¬ 
tinued  confidential  treatment  for  most 
premarket  approval  notifications  re- 
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ceived  before  the  effective  date  of  the 
regulaticHi. 

The  following  describes  how  FDA  Is 
dealing  with  requests  concerning  pre¬ 
market  notification  submissions  received 
before  September  22,  1977,  the  effective 
date  of  the  regulations; 

a.  The  existence  of  the  premarket  notifi¬ 
cation  submission  and  its  contents,  other 
than  bona  fide  trade  secrets,  shaU  be  avail¬ 
able  for  public  disclosure  If  the  device  has 
been  marketed  or  If  the  int^t  to  market 
the  device  has  been  disclosed. 

b.  During  the  90  days  after  the  submission 
of  a  premarket  notification  submission.  FDA 
will  treat  the  existence  of  the  submission 
and  its  contents  as  confidential  unless  the 
agency  has  information  that  the  device  has 
been  marketed  or  the  Intent  to  market  the 
device  has  been  disclosed. 

c.  If  the  submission  Indicated  that  mar¬ 
keting  was  not  expected  for  more  than  90 
days,  and  requested  confidential  treatment 
until  marketing  began,  and  Included  an 
agreement  to  notify  PDA  when  marketing 
began,  PDA  will  treat  the  existence  of  the 
submission  and  Its  contents  as  confidential 
unless  the  agency  has  information  that  the 
device  has  been  marketed  or  the  intent  to 
do  so  has  been  disclosed.  If  much  time  has 
elapsed  since  the  expiration  of  the  90-day 
notification  period,  FDA  will  make  reason¬ 
able  efforts  to  determine  whether  a  device 
which  was  the  subject  of  a  submission  has 
been  put  on  the  market  or  the  Intent  to 
market  the  device  has  been  disclosed. 

d.  Any  premarket  notification  submission 
received  before  the  effective  date  of  the  reg¬ 
ulations  shall  be  available  for  public  dis¬ 
closure  90  days  att&r  its  receipt  by  FDA 
except  to  the  extent  that  the  person  who  sub¬ 
mitted  the  submission  demonstrates  by  Oc¬ 
tober  21,  1977,  that  the  existence  of  the  sub¬ 
mission  and  its  contents  are  still  entitled  to 
confidentiality.  Where  the  TOA  receives  a 
public  information  request  for  a  submission 
more  than  90  days  after  the  submission’s 
receipt,  but  before  October  21,  1977,  PDA 
will  make  reasonable  efforts  to  determine 
whether  the  device  has  been  put  on  the 
market  or  the  intent  to  market  the  device 
has  been  disclosed.  A  person  who  seeks  to 
demonstrate  that  the  existence  of  a  sub¬ 
mission  is  still  confidential  should  submit 
the  necessary  documentation  to  the  Pood 
and  Drug  Administration,  Bureau  of  Medical 
Devices  (HFK-20),  8757  Oeorgia  Ave.,  Silver 
Spring,  Md.  20910.  This  documentation 
should  indicate  whether  the  device  has  not 
been  marketed  or  the  intent  to  do  has  not 
been  disclosed  except  to  employees  of  or  paid 
consultants  to  the  establishment,  or  to  in¬ 
dividuals  in  an  advertising  or  law  firm  pur¬ 
suant  to  commercial  arrangements  with  ap¬ 
propriate  safeguards  for  secrecy. 

e.  Where  a  public  information  request  is 
made  concerning  a  premarket  notification 
submission  and  there  is  no  submission  or 
there  is  a  submission  whose  existence  is 
confidential  under  b,  c,  or  d  above,  PDA  vidll 
respond  to  the  request  by  indicating  that 
no  submission  described  in  the  request  has 
been  received  that  is  disclosable,  and  that 
FDA  cannot  indicate  whether  a  submission 
has  been  received. 

f.  To  determine  whether  the  Intent  to 
market  a  device  has  been  disclosed.  PDj\  is 
applying  the  rules  in  §  807.95. 

Tlierefore.  under  the  Federal  Food, 
Drug  and  Cosmetic  Act  (secs.  301  (p), 
501,  502,  510,  701(a).  52  Stat.  1049-1051 
35  amended,  1055,  86  Stat.  562,  90  Stat. 
576-580  (21  U.S.C.  331  (p),  351,  352,  360, 
371(a) ) )  and  under  authority  delegated 
to  him  (21  CFR  5.1),  the  Commissioner 


is  am^ding  Chapter  I  of  Title  21  of  the 
Code  of  Federal  Begulatloiu  ee  foUows: 

PART  20— PUBLIC  INFORMATION 

1.  By  amending  S  20.100  by  redesignat¬ 
ing  paragraph  (c)  (28)  as  paragraph  (c) 
(29).  As  revised,  paragraph  (c)  (28)  and 
(29)  reads  as  follows: 

§  20.100  Applicability;  cross  reference 
to  other  regulations. 

•  •  •  •  • 

(c)  •  •  • 

(28)  Device  premarket  notification 
submissions,  in  §  807.95  of  this  chapter. 

(29)  Electnmic  product  information, 
in  §§  1002.4  and  1002.42  of  this  chapter. 

2.  By  revising  §  20.116  to  read  as  fol¬ 
lows: 

§  20.116  Drug  and  device  listing  infor¬ 
mation. 

Information  submitted  to  the  Food 
and  Drug  Administration  pursuant  to 
section  510  (a)-(J)  of  the  act  shall  be 
subject  only  to  the  special  disclosure  pro¬ 
visions  established  in  SS  207.37  and 
807.37  of  this  chapter. 


PART  25— ENVIRONMENTAL  IMPACT 
CONSIDERATIONS 

3.  By  amending  $  25.1  in  paragraph 

(d).  by  revising  paragraph  (d)  (4)  and 
(5)  and  adding  new  paragraph  (d)(6), 
to  read  as  follows: 

§25.1  Applicability. 

•  •  •  •  • 

(d)  •  •  •• 

(4)  Issuance  or  amendment  of  food 
standards; 

(5)  Investtgational  new  drug  applica¬ 
tions  and  investigational  new  animal 
drug  applications,  unless  the  agency  no¬ 
tifies  the  applicant  that  one  is  required; 
and 

(6)  Device  premarket  notifications 
submissions. 

*  •  •  •  • 


PART  807— ESTABLISHMENT  REGISTRA¬ 
TION  FOR  MANUFACTURERS  OF  DEVICES 

4.  By  adding  new  Part  807  to  read 
as  follow’s : 

Subpart  A — General  Provisions 

Sec. 

807.3  Definitions. 

Subpart  B — Procedures  for  Domestic  Device 
Establishments 

807.20  Who  must  register. 

807J21  Times  for  establishment  registra¬ 
tion. 

807.22  How  and  where  to  register  establish¬ 
ments. 

807.25  Information  required  or  requested 

for  establishment  registration. 

807.26  Amendments  to  establishment  reg¬ 

istration. 

807.35  Notification  of  registrant. 

807.37  Inspection  of  establishment  regis¬ 
trations. 

807.39  Misbranding  by  reference  to  estab¬ 

lishment  registration  or  to  regis¬ 
tration  number. 

Subpart  C — Registration  Procedures  for  Foreign 
Device  Establishments 

807.40  Establishment  registration  for 

foreign  manufacturers  of  devices. 


Subpart  D — Exemptions 

Sec. 

807 AS  Exemption  for  device  establishments. 

Subpart  E — Premarket  Notification  Procedures 

•07.81  When  a  premarket  notification  sub¬ 
mission  Is  required. 

807.86  Exemption  from  premarket  notifica¬ 

tion. 

807.87  Information  required  In  a  premarket 

notification  submission. 

807.90  Format  of  a  premarket  notification 
submission. 

807.95  OonfidratiaUty  of  information. 

807.97  Misbranding  by  reference  to  pre¬ 
market  notification. 

Authoritt:  Secs.  301(p),  601,  602,  610, 
701(a),  62  Stat.  1049-1061  as  amended.  1066, 
78  Stat.  794  as  amended,  88  Stat.  562  as 
amended,  90  Stat.  678-580  (21  UA.C.  331 
(p) ,  361,  352,  360,  371  (a)  ) . 

Subpait  A — General  Provisions 
§  807.3  Definitions. 

(a)  “Act”  means  the  Federal  Food, 
Drug,  and  Cosmetic  Act. 

(b)  “Commercial  distribution”  means 
any  distribution  of  a  device  intended  for 
human  use  which  Is  held  or  offered  for 
sale  but  does  not  include  the  f crowing: 

(1)  Internal  or  interplant  transfer  of 
a  device  between  establishments  within 
the  same  parent,  subsidiary,  and/or 
affiliate  company; 

(2)  Any  distribution  of  a  device  in¬ 
tended  for  human  use  which  has  in  effect 
an  approved  exemptirm  for  investiga¬ 
tional  use  pursuant  to  section  520(g)  of 
the  act  and  Part  812  of  this  chapter;  or 

(3)  Any  distribution  of  a  device,  before 
the  effective  date  of  Part  812  of  this 
chapter,  that  was  not  introduced  or  de¬ 
livered  for  introduction  into  interstate 
commerce  for  commercial  distribution 
before  May  28,  1976,  and  that  is  classi¬ 
fied  into  class  III  imder  section  513(f) 
of  the  act:  Provided,  That  the  device  is 
intended  solely  for  investigatiMial  use, 
and  under  section  501(f)(2)(A)  of  the 
act  the  device  is  not  required  to  have  an 
approved  premarket  approval  applica¬ 
tion  as  provided  in  section  515  of  the  act. 

(c)  “Establishment”  means  a  place  of 
business  under  one  management  at  one 
general  physical  location  at  which  a  de- 
\dce  is  manufactured,  assembled,  or 
otherwise  processed. 

(d)  “Manufacture,  preparation,  propa¬ 
gation.  compounding,  assembly,  or  proc¬ 
essing”  of  a  device  means  the  making 
by  chemical,  physical,  biological,  or  other 
procedures  of  any  article  that  meets  the 
definition  of  device  in  section  201(h)  of 
the  act.  These  terms  include  the  follow¬ 
ing  activities: 

(1)  Repackaging  or  otherwise  chang¬ 
ing  the  container,  wrapper,  or  labeling  of 
any  device  package  in  furtherance  of  the 
distribution  of  the  device  from  the  orig¬ 
inal  place  of  manufacture  to  the  person 
who  makes  final  delivery  or  sale  to  the 
ultimate  consumer; 

(2)  Initial  distribution  of  imported  de¬ 
vices;  or 

(3)  Initiation  of  specifications  for  de¬ 
vices  that  are  manufactured  by  a  sec<»id 
party  for  subsequent  commercial  dlstrl- 
buticHi  by  the  person  initiating  specifica¬ 
tions. 

(e)  “Official  correspondent”  means  the 
pereon  designated  by  the  owner  or  oper- 


FEDERAL  REGISTER,  VOL  42,  NO.  163 — TUESDAY,  AUGUST  23,  1977 


RULES  AND  REGULATIONS 


42527 


ator  of  an  establishment  as  responsive 
for  the  following: 

(1)  The  annual  registration  of  the  es¬ 
tablishment; 

(2)  Contact  with  the  Food  and  Drug 
Administration  for  device  listing; 

(3)  Maintenance  and  submission  of  a 
current  list  of  officers  and  directors  to  the 
Food  and  Dnig  Administration  upon  the 
request  of  the  Commissioner;  and 

(4)  The  receipt  of  pertinent  corre¬ 
spondence  from  the  Food  and  Drug  Ad¬ 
ministration  directed  to  and  involving 
the  owner  or  operator  and  or  any  of  the 
firm’s  establishments. 

(f)  “OvTier  or  operator”  means  the 
corporation,  subsidiary,  affiliated  cewn- 
pany,  partnership,  or  proprietor  directly 
responsible  for  the  activities  of  the  regis¬ 
tering  establishment. 

(g)  “Distributor”  means  any  person 
who  furthers  the  marketing  of  a  device 
from  the  original  place  of  manufacture 
to  the  person  who  makes  final  delivery 
or  sale  to  the  ultimate  consumer  or  user 
but  who  does  not  repackage  or  otherwise 
change  the  container,  wrapper,  or  label¬ 
ing  of  the  device  or  device  package. 

(h)  Any  term  defined  in  section  201  of 
the  act  shall  have  that  meaning. 

Subpart  B — Procedures  for  Domestic 
Device  Establishments 

§  807.20  Wljo  must  register. 

(a)  Any  owner  or  operator  of  an  estab¬ 
lishment  not  exempt  under  section  510 
(g)  of  the  act  or  Subpart  D  of  this  part 
who  is  engaged  in  the  manufacture, 
preparation,  propagation,  compoimding, 
assembly,  or  processing  of  a  device  in¬ 
tended  for  human  use  is  required  to  reg¬ 
ister.  The  term  device  includes  all  in  vitro 
diagnostic  products  and  In  vitro  diagnos¬ 
tic  biological  products  not  subject  to  li¬ 
censing  imder  section  351  of  the  Public 
Health  Service  Act.  Such  owner  or  opera¬ 
tor  Is  required  to  register  his  name, 
places  of  business,  and  all  such  establish¬ 
ments  whether  or  not  the  output  of  such 
establishments  enter  interstate  com¬ 
merce.  The  registration  requirements 
shall  pertain  to  any  person  who ; 

(1)  Initiates  or  develops  specifications 
for  a  device  that  Is  to  be  manufactured 
by  a  second  party  for  commercial  dis¬ 
tribution  by  the  person  initiating  specifi¬ 
cations; 

(2)  Manufactures  for  commercial  dis¬ 
tribution  a  device  either  for  himself  or 
for  another  person; 

(3)  Repackages  or  relabels  a  device; 

(4)  Initially  distributes  a  device  im¬ 
ported  into  tlie  United  States;  or 

(5)  Manufactures  components  or  ac¬ 
cessories  which  are  ready  to  be  used  for 
any  intended  health-related  purpose  and 
are  packaged  or  labeled  for  commercial 
distribution  for  such  health-related  pur¬ 
pose,  e.g.,  blood  filters,  hemodialysis  tub¬ 
ing,  or  devices  which  of  necessity  must 
be  further  processed  by  a  licensed  prac¬ 
titioner  or  other  qualified  person  to  meet 
the  needs  of  a  particular  patient,  e.g.,  a 
manufacturer  of  ophthalmic  lens  blanks. 

(b)  No  registration  fee  is  required. 
Registration  does  not  constitute  an  ad¬ 
mission  of  agreement  or  determination 


that  a  product  Is  a  “device”  within  the 
meaning  of  section  201  (h)  of  the  act. 

§  807.21  Time#  for  establishment  regis¬ 
tration. 

The  owner  or  operator  of  an  estab¬ 
lishment  entering  into,  or  currently  en¬ 
gaged  In,  an  operation  defined  in  §  807.3 

(c)  and  not  currently  registered  shall 
register  the  establishment  by  September 
22,  1977.  The  owner  or  c^ierator  of  an 
establishment  who  has  not  previously  en¬ 
tered  into  an  operation  defined  in  §  807.3 
(c)  sliall  register  within  30  days  after 
enteruig  into  such  an  operation.  Owners 
or  operators  of  all  establishments  shall 
update  their  registration  informatiem 
annually  between  November  15  and  De¬ 
cember  31. 

§  807.22  How  and  whore  to  register 
establishments. 

The  first  registration 'of  a  device  estab¬ 
lishment  shall  be  on  Form  FEl-2891 
(Initial  Registration  of  Device  Estab¬ 
lishment).  Forms  are  obtainable  on  re¬ 
quest  from  the  Department  of  Health, 
Education,  and  Welfare,  Food  and  Drug 
Administration,  Bureau  of  Medical  De¬ 
vices  <HFK-124>,  8757  Georgia  Ave., 
Silver  luring,  MD  20910,  or  from  the 
Potxi  and  Drug  Administration  district 
offices.  Subsequent  annual  registration 
shall  be  accomplished  on  Form  FD-2891 
■  a)  <  Registration  of  Device  Establish¬ 
ment)  which  will  be  furnished  by  the 
Pood  and  Drug  Administration  before 
November  15  of  each  year  to  establish¬ 
ments  whose  registration  for  that  year 
was  validated  pursuant  to  §  807.35(a) . 
The  completed  form  shall  be  mailed  to 
the  above  address  before  December  31 
of  that  year. 

§  807.25  Informalion  required  or  re¬ 
quested  for  establishment  registra¬ 
tion. 

(a)  Form  FD-2891  and  Form  PD-2891 

(a)  are  the  approved  fenms  for  Initially 
providing  the  information  required  by 
the  act  and  for  providing  annual  regis¬ 
tration,  respectively.  The  required  infor¬ 
mation  includes  the  name  and  street 
address  of  the  device  establishment,  in¬ 
cluding  post  office  ZIP  Code,  all  trade 
names  used  by  the  establishment,  and 
the  business  trading  name  of  the  owner 
or  aper&Uyr  of  such  establishment. 

(b)  The  owner  or  operator  shall 
identify  the  device  activities  of  the  es¬ 
tablishment  such  as  manufacturing,  re- 
p>ackaging,  or  distributing  of  imported 
devices  and  identify  any  other  PTDA 
registries  in  which  the  establislunent  is 
registered. 

(c)  Each  owner  or  operator  is  reqmred 
to  maintain  a  listing  of  all  officers,  direc¬ 
tors,  and  partners  for  each  establish¬ 
ment  he  registers  and  to  furnish  this 
information  to  the  Pood  and  Drug  Ad¬ 
ministration  upon  request. 

(d)  Each  owmer  or  operator  shall  pro¬ 
vide  the  name  of  an  official  corresp>ond- 
ent  who  will  serve  as  a  point  of  contact 
between  the  Pood  and  Drug  Administra¬ 
tion  and  the  establishment  for  matters 
relating  to  the  registration  of  device  es¬ 
tablishments  and  the  listing  of  device 


products.  All  future  correspondence  re¬ 
lating  to  registration,  including  requests 
for  the  names  of  partners,  officers,  and 
directors,  will  be  directed  to  this  official 
correspwident.  In  the  event  no  person  is 
designated  by  the  owner  or  operator,  the 
owner  or  <^rator  of  the  establishment 
will  be  the  official  correspondent. 

(e)  The  designation  of  an  official  cor¬ 
respondent  does  not  m  any  manner  af¬ 
fect  the  liability  of  the  owner  or  opera- 
tCH"  of  the  establishment  or  any  otlier 
individual  under  section  301  »p>  or  any 
other  provision  of  the  act. 

§  807.26  .Amendments  to  otablislimciil 
registration. 

Changes  in  individual  ownership,  cor¬ 
porate  or  partnership  structure,  or  loca¬ 
tion  of  an  operation  defined  In  §  807.3 (c> 
sliall  be  submitted  on  Form  FD-2891  (a ' . 
This  information  shall  be  submitted 
within  30  days  oi  such  changes.  Changes 
in  the  names  of  officers  and,  or  directors 
of  the  corpoi-ation(s)  shall  be  filed  w’ith 
the  establishment’s  official  correspond¬ 
ent  and  shall  be  provided  to  the  Pood 
and  Drug  Administration  upon  receipt  of 
a  written  request  for  this  Information. 

§  807.35  Notification  of  registrant. 

(a)  The  Commissioner  will  provide  to 
the  official  correspondent,  at  the  address 
listed  on  the  form,  a  validated  copy  of 
Form  PD-289f'  or  Form  FD-2891  (a) 
(whichet’er  is  applicable)  as  evidence  of 
registration.  A  permanent  registration 
number  wnll  be  assigned  to  each  device 
establishment  registered  in  accordance 
with  these  regulations. 

(b)  Owmers  and  operators  of  device 
establishments  who  also  manufacture  or 
pincess  blood  or  drug  products  at  the 
same  establishment  shall  also  roister 
with  the  Bureau  of  Biologies  and  Bureau 
of  Drugs,  as  ai^ropriate.  Bl(x>d  products 
shall  be  listed  with  the  Bxuieau  of  Bio¬ 
logies,  Food  and  Drug  Administration, 
pursuant  to  Part  607  of  this  chapter; 
drug  products  shall  be  listed  with  the 
Bvuwu  of  Drugs,  F\X)d  and' Drug  Ad¬ 
ministration,  pursuant  to  Part  207  of  tliis 
chapter. 

(c)  Although  establishment  registra¬ 
tion  is  required  to  engage  in  the  device 
activities  (lescribed  in  §  807.20,  validation 
of  registration  in  itself  does  not  estab¬ 
lish  that  the  header  of  the  registration  is 
legally  qualified  to  deal  in  such  devices 
and  (ioes  not  represent  a  determination 
by  the  Pood  and  Drug  Administration  as 
to  the  status  of  any  device. 

§  807.37  Inspection  of  ejilahli^limcnt 
regUt  rations. 

-A  copy  of  the  Form  PD-2891  and  FD- 
2891  (ah  filed  by  the  registrant,  will  be 
available  for  inspection  pursuant  to 
§  510<f)  of  the  act.  at  the  Department 
of  Health.  Education,  and  Welfare. 
Food  and  Drug  Administration,  Bureau 
of  Medical  Devices  <HFK-124),  8757 
(jreorgia  A’^e.,  Silver  Spring,  MD  20910.  In 
additiem,  there  will  available  for  in¬ 
spection  at  each  of  the  Pood  and  Drug 
Administration  district  offices  the  same 
information  for  firms  within  the  geo¬ 
graphical  area  of  such  district  office. 
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Upon  request  and  receipt  of  a  self- 
addressed  stamped  envelope,  verification 
of  registration  number  or  location  of  a 
registered  establishment  will  be  pro¬ 
vided. 

§  807.39  Misbranding  by  reference  to 
establishment  registration  or  to  regis¬ 
tration  number. 

Registration  of  a  device  establishment 
or  assignment  of  a  registration  number 
does  not  in  any  way  denote  approval  of 
the  establishment  or  its  products.  Any 
representation  that  creates  an  impres¬ 
sion  of  ofiftcial  approval  because  of  regis¬ 
tration  or  possession  of  a  registration 
number  is  misleading  and  constitutes 
misbranding. 

Subpart  C — Registration  Procedures  for 
Foreign  Device  Establishments 

§  807.10  Establishment  registration  for 
foreign  manufacturers  of  devices. 

F\)reign  device  establishments  that  ex¬ 
port  devices  into  the  United  States  ai^ 
requested  to  register  in  accordance  with 
the  procedures  of  Subpart  B  of  this  pail, 
unless  exempt  under  Subpart  D  of  this 
part. 

Subpart  D — Exemptions 
§  807.6.3  Exemptions  for  device  cslab- 
lislinients. 

The  following  classes  of  persons  are 
exempt  from  registration  in  accordance 
with  §  807.20  imder  the  provisions  of  sec¬ 
tion  510(g)  (1),  (2),  and  (3)  of  the  act, 
or  because  the  Commissioner  has  found, 
under  section  510(g)  (4)  of  the  act,  that 
such  registration  is  not  necessary  for  tlie 
protection  of  the  public  health: 

(a)  A  manufacturer  of  raw  materials 
or  components  to  be  used  in  the  manu¬ 
facture  or  assembly  of  a  device  who 
would  otherwise  not  be  required  to  regis¬ 
ter  under  the  provisions  of  this  part. 

(b)  A  manufacturer  of  devices  to  be 
used  solely  for  veterinary  purposes. 

(c)  A  manufacturer  of  general  pur¬ 
pose  articles  such  as  chemical  reagents 
or  laboratory  equipment  whose  uses  are 
generally  known  by  persons  trained  in 
their  use  and  which  are  not  labeled  or 
promoted  for  medical  uses. 

(d)  Licensed  practitioners,  including 
physicians,  dentists,  and  optometrists, 
who  manufacture  or  otherwise  alter  de¬ 
vices  solely  for  use  in  their  practice. 

(e)  Pharmacies,  surgical  supply  out¬ 
lets,  or  other  similar  retail  establish¬ 
ments  dispensing  or  selling  de\dces  in  the 
regular  course  of  business  at  the  retail 
level.  This  exemption  also  applies  to  a 
pharmacy  or  other  similar  retail  estab¬ 
lishment  that  purchases  a  device  for  sub¬ 
sequent  distribution  rmder  its  own  name, 
e.g.,  a  properly  labeled  health  aid  such 
as  an  elastic  bandage  or  crutch,  indicat¬ 
ing  “distributed  by”  or  “manufactured 
for”  followed  by  the  name  of  the  phar¬ 
macy. 

(f)  Persons  who  manufacture,  pre¬ 
pare,  propagate,  compound,  or  process 
devices  solely  for  use  in  research,  teach¬ 
ing,  or  analysis  and  do  not  introduce 
such  devices  into  commercial  distribu¬ 
tion. 


(g)  Persons  who  handle  devices  but 
make  no  revisions  to  such  devices  or  their 
Inunediate  containers,  such  as  wholesal¬ 
ers  or  warehousers. 

(h)  Carriers  by  reascm  of  their  receipt, 
carriage,  holding  or  delivKy  of  devices 
in  the  usual  course  of  business  as  car¬ 
riers. 

(i)  Persons  who  dispense  devices  to 
the  ultimate  consumer  or  whose  major 
responsibility  is  to  render  a  service  nec¬ 
essary  to  provide  the  consumer  (i.e.,  pa¬ 
tient,  physician,  layman,  etc.)  with  a 
device  or  the  benefits  to  be  derived  from 
the  use  of  a  device;  for  example,  a  hear¬ 
ing  aid  dispenser,  optician,  clinical  lab¬ 
oratory,  assembler  of  diagnostic  X-ray 
systems,  and  personnel  from  a  hospital, 
clinic,  dental  laboratory,  orthotic  or 
prosthetic  retail  facility,  whose  primary 
responsibility  to  the  ultimate  consumer 
is  to  dispense  or  provide  a  service  through 
the  use  of  a  previously  manufactured 
device. 

Subpart  E — Premarket  Notification 
Procedures 

§  807.81  ^^7ien  a  premarket  nolilieation 
Mibnii$sion  is  required. 

Except  as  provided  in  paragraph  (b) 
of  this  section,  each  person  who  is  re¬ 
quired  to  register  his  establishment  pur¬ 
suant  to  §  807.20  must  submit  a  premar¬ 
ket  notification  submission  to  the  Pood 
and  Drug  Administration  at  least  90  days 
before  he  proproses  to  begin  the  introduc¬ 
tion  or  delivery  for  introduction  into 
interstate  commerce  for  commercial  dis¬ 
tribution  of  a  device  intended  for  human 
use  which  meets  any  of  the  following 
criteria : 

(1)  The  device  is  being  introduced  into 
commercial  distributirm  for  the  first 
time;  that  is  the  device  is  not  of  the 
same  type  as,  or  is  not  substantially 
equivalent  to,  (i)  a  device  in  commercial 
distribution  before  May  28,  1976,  or  (ii) 
a  device  introduced  for  commercial  dis¬ 
tribution  after  May  28,  1976,  that  has 
subsequently  been  reclassified  into  class 
lorn. 

(2)  The  device  is  being  introduced  into 
commercial  distribution  for  the  first  time 
by  a  person  required  to  register,  whether 
or  not  the  device  meets  the  criteria  in 
paragraph  (a)  (1)  of  this  section. 

(3)  The  device  is  one  that  the  person 
currently  has  in  commercial  distribution 
or  is  reintroducing  into  coinmercial  dis¬ 
tribution,  but  that  is  about  to  be  signifi¬ 
cantly  changed  or  modified  in  design, 
components,  method  of  manufacture,  or 
intended  use.  The  following  constitute 
significant  changes  or  modifications  that 
require  a  premarket  notification: 

(i)  A  change  or  modification  in  the  de¬ 
vice  that  could  significantly  affect  the 
safety  or  effectiveness  of  the  device,  e.g,, 
a  significant  change  or  modification  in 
design,  material,  chemical  composition, 
energy  source,  or  manufacturing  proc¬ 
ess. 

(ii)  A  major  change  or  modification 
in  the  intended  use  of  the  device. 

(b)  A  premarket  notification  under 
this  subpail;  is  not  required  for  a  device 
for  which  a  premarket  approval  appli¬ 


cation  under  section  515  of  the  act,  or 
for  which  a  petition  to  reclassify  rmder 
section  513(f)(2)  of  the  act,  is  prending 
before  the  Food  and  Drug  Administra¬ 
tion. 

(c)  In  addition  to  complying  with  the 
requirements  of  this  i>art,  owners  or  op¬ 
erators  of  device  establishments  that 
manufacture  radiation-emitting  elec¬ 
tronic  products,  as  defined  in  §  1000.3  of 
this  chapter,  shall  comply  with  the  re¬ 
porting  requirements  of  Part  1002  of  this 
chapter. 

§  807.83  Exeniplion  fruni  preinarket 
notification. 

(a)  A  device  is  exempt  from  the  pre¬ 
market  notification  requirements  of  this 
subpart  if  the  device  intended  for  intro¬ 
duction  into  commercial  distribution  is 
not  generally  available  in  finished  form 
for  purchase  and  is  not  offered  through 
labeling  or  advertising  by  the  manufac¬ 
turer,  importer,  or  distributor  thereof  for 
commercial  distribution,  and  the  device 
meets  one  of  the  following  conditions: 

(1)  It  is  intended  for  use  by  a  patient 
named  in  the  order  of  the  pihysician  or 
dentist  (or  other  spiecially  qualified  prer- 
son) ;  or 

(2)  It  is  intended  solely  for  use  by  a 
physician  or  dentist  (or  other  sprecially 
qualified  prerson)  and  is  not  generally 
available  to,  or  generally  used  by,  other 
physicians  or  dentists  (or  other  sp>ecially 
qualified  prersons) . 

(b)  A  distributor  who  places  a  device 
into  commercial  distribution  for  the  first 
time  rmder  his  own  name  and  a  repack¬ 
ager  who  places  his  own  name  on  a 
device  and  does  not  change  any  other 
labeling  or  otherwise  affect  the  device 
shall  be  exempted  from  the  premarket 
notification  requirements  of  this  subpart 
if: 

(1)  The  device  was  in  commercial  dis¬ 
tribution  before  May  28,  1976;  or 

(2)  A  premarket  notification  submis¬ 
sion  was  filed  by  another  prerson. 

§  807.87  Information  required  in  a  pre- 
market  notification  submission. 

Each  premarket  notification  submis¬ 
sion  shall  contain  the  following  infor¬ 
mation  : 

(a)  The  device  name,  including  both 
the  trade  or  proprietary  name  and  the 
common  or  usual  name  or  classification 
name  of  the  device. 

(b)  The  establishment  registration 
number,  if  applicable,  of  the  owner  or 
oprerator  submitting  the  premarket  noti¬ 
fication  submission. 

(c)  The  class  in  which  the  device  has 
been  put  rmder  section  513  of  the  act 
and,  if  known,  its  appropriate  panel;  or, 
if  the  owner  or  operator  determines  that 
the  device  has  not  been  classified  uiKier 
such  section,  a  statement  of  that  deter¬ 
mination  and  the  basis  for  the  prerson’s 
determination  that  the  device  is  not  so 
classified. 

(d)  Action  taken  by  the  prerson  re¬ 
quired  to  register  to  comply  with  the 
requirements  of  the  act  rmder  section 
514  for  performance  standards. 

(e)  Propx)sed  labels,  labeling,  and  ad¬ 
vertisements  sufiBcient  to  describe  the 
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device.  Its  Intended  use,  and  the  direc¬ 
tions  for  Its  use.  Where  M>pUcable. 
photographs  or  engineering  drawings 
should  be  supplied. 

(f)  A  statement  Indicating  the  device 
Is  similar  to  and/or  different  frmn  other 
products  of  comparable  type  In  commer¬ 
cial  distribution,  accompanied  by  data 
to  support  the  statement.  This  Informa- 
ti(m  may  include  an  identilicatioh  of  sim¬ 
ilar  products,  materials,  design  and  con¬ 
siderations,  energy  expected  to  be  used 
or  delivered  by  the  device,  and  a  descrip¬ 
tion  of  the  (^rational  principles  of  the 
device. 

(g)  Where  a  person  required  to  regis¬ 
ter  intends  to  Introduce  into  commercial 
distribution  a  device  that  has  undergone 
a  significant  change  or  modification  that 
could  significantly  affect  the  safety  or 
effectiveness  of  the  device,  or  the  device 
is  to  be  marketed  for  a  new  or  different 
indication  for  use,  the  premarket  notifi¬ 
cation  submission  miist  include  appro¬ 
priate  supporting  data  to  show  that  the 
manufacturer  has  considered  what  con¬ 
sequences  and  effects  the  change  or  mod¬ 
ification  or  new  use  might  have  on  the 
safety  and  effectiveness  of  the  device. 

(h)  Any  additional  information  re¬ 
garding  the  device  requested  by  the 
Commissioner  that  is  necessary  for  the 
Commissioner  to  make  a  finding  as  to 
whether  or  not  the  device  is  substantially 
equivalent  to  a  device  in  commercial  dis¬ 
tribution.  A  request  for  additional  infor¬ 
mation  will  adidse  the  owner  or  operator 
that  there  is  insufficient  information 
contained  in  the  original  premarket  no¬ 
tification  submission  for  the  Commis¬ 
sioner  to  make  this  determination  and 
that  the  owner  or  operator  may  either 
submit  the  requested  data  or  a  new  pre- 
market  notification  containing  the  re¬ 
quested  information  at  least  90  days  be¬ 
fore  the  o^mer  or  operator  intends  to 
market  the  device,  or  submit  a  premarket 
approval  application  in  accordance  with 
section  515  of  the  act.  If  the  additional 
Information  is  not  submitted  within  30 
days  following  the  date  of  the  request, 
the  Commissioner  will  consider  the  pre- 
market  notification  to  be  withdra^^-n. 

§  807.90  Format  of  a  proniarkel  notifi¬ 
cation  submission. 

Each  premarket  notification  submis¬ 
sion  pursuant  to  this  part  shall  be  sub¬ 
mitted  in  accordance  with  this  section. 
Each  submission  shall: 

(a)  Be  addressed  to  the  Food  and 
IJrug  Administration,  Bureau  of  Medical 
Devices  (HFK-20),  8757  Georgia  Ave., 
Silver  Spring,  Md.  20910.  All  inquiries 
regarding  a  premarket  notification  sub¬ 
mission  should  be  in  writing  and  sent 
to  the  above  address. 

(b)  Be  bound  into  a  volume  or  vol¬ 
umes,  where  necessary. 

(c)  Be  submitted  in  duplicate  on 
■tandard  size  paper,  including  the  orig¬ 
inal  and  two  copies  of  the  cover  letter. 

(d)  Be  submitted  separately  for  each 
product  the  manufacturer  Intends  to 
market. 

(e)  Designated  "510(k)  Notlficatlon- 
In  the  cover  letter. 
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RULES  AND  REGULATIONS 

S  807.95  Confidentiality  ot  information. 

(a)  Food  and  Drug  Admlnlstra- 
tlon  will  disclose  putrilcly  whether  there 
exists  a  premaiket  notlficatlmi  sulmils- 
si(m  under  this  pcul: 

(1)  Where  the  device  is  on  the  market, 
l.e.,  introduced  or  delivered  for  introduc- 
Uoa  Into  Interstate  commerce  for  com¬ 
mercial  distribution; 

(2)  Where  the  person  submitting  the 
premarket  notificatiem  submission  has 
disclosed,  through  advertising  or  any 
other  manner,  his  intent  to  market  the 
device  to  scientists,  mai*et  analysts,  ex¬ 
porters,  or  other  individuals  who  are  not 
employees  of,  or  paid  consultants  to,  the 
establishment  and  who  are  not  in  an 
advertising  or  law  firm  pursuant  to  com¬ 
mercial  arrangements  with  appropriate 
safeguards  for  secrecy:  or 

(3)  Where  the  device  is  not  on  the 
market  and  the  intent  to  market  the  de¬ 
vice  has  not  been  so  disclosed,  except 
where  the  submission  is  subject  to  an 
exception  under  paragraph  (b)  or  (c)  of 
this  section. 

(b)  The  Food  and  Drug  Administra¬ 
tion  will  not  disclose  publicly  the  exist¬ 
ence  of  a  premarket  notification  submis¬ 
sion  for  a  device  that  is  not  on  the  mar¬ 
ket  and  where  the  intent  to  market  the 
device  has  not  been  disclosed  for  90  days 
from  the  date  of  receipt  of  the  submis¬ 
sion,  if: 

(1)  The  person  submitting  the  pre- 
market  notification  submission  requests 
in  the  submission  that  the  Food  and 
Drug  Administration  hold  as  confiden¬ 
tial  commercial  information  the  intent  to 
market  the  device  and  submits  a  written 
certification  to  the  Commissioner: 

<i>  That  the  person  considers  his  in¬ 
tent  to  market  the  device  to  be  confiden¬ 
tial  commercial  Information; 

(ii)  That  neither  the  person  nor,  to 
the  best  of  his  knowledge,  anyone  else, 
has  disclosed  tlirough  advertising  or  any 
other  manner,  his  Intent  to  market  the 
device  to  scientists,  market  analysts,  ex¬ 
porters.  or  other  individuals,  except  em¬ 
ployees  of,  or  paid  consultants  to,  the 
establishment  or  individuals  In  an  ad¬ 
vertising  or  law  firm  pursuant  to  com¬ 
mercial  an-angements  with  appropriate 
safeguards  for  secrecy; 

(iii)  That  the  person  will  immediately 
notify  the  Food  and  Drug  Administra¬ 
tion  if  he  discloses  the  intent  to  market 
tlie  device  to  anyone,  except  employees 
of,  or  paid  consultants  to,  the  establish¬ 
ment  or  individuals  in  an  advertising  or 
law  firm  pursuant  to  commercial  ar¬ 
rangements  witli  appropriate  safeguards 
for  secrecy; 

(iv)  That  the  person  has  taken  pre¬ 
cautions  to  protect  the  confidentiality  of 
the  intent  to  market  the  device:  and 

(V)  That  the  person  ruiderstafids  that 
the  submission  to  the  government  of 
false  information  is  prohibited  by  18 
U.S  C.  1001  and  21  U.S.C.  331(q) ;  and 

(2)  The  Commissioner  agrees  that  the 
Intent  to  market  the  device  is  confiden¬ 
tial  commercial  information. 

(c)  Where  the  Commissioner  deter¬ 
mines  that  the  person  has  complied  with 
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the  procedures  described  In  paragraph 
(b)  of  this  section  with  respect  to  a  de¬ 
vice  that  ts  not  on  the  maiiret  and  where 
the  Intent  to  market  the  device  has  not 
been  disclosed,  and  the  Commissioner 
agrees  that  the  Intent  to  market  the  de¬ 
vice  Is  confidential  commercial  informa¬ 
tion,  the  Commissioner  will  not  disclose 
the  existence  of  the  submission  for  90 
days  from  the  date  of  its  receipt  by  the 
agency.  In  addition,  the  Commissioner 
will  continue  not  to  disclose  the  existence 
of  such  a  submission  for  the  device  for 
an  additional  time  when  any  of  the  fol¬ 
io  w’ing  occurs: 

(1)  The  Commissioner  requests  in 
writing  additional  Information  regard¬ 
ing  the  device  pursuant  to  §  807.87(g>, 
in  which  case  the  Commissioner  will  not 
disclose  the  existence  of  the  submission 
until  90  days  after  the  Food  and  Drug 
Administration’s  receipt  of  a  complete 
premarket  notification  submission; 

(2)  The  Commissioner  determines  that 
the  device  intended  to  be  Introduced  is 
a  class  III  device  and  cannot  be  marketed 
without  premarket  approval  or  reclassi¬ 
fication,  in  which  case  the  Commissioner 
will  not  disclose  the  existence  of  the  sub¬ 
mission  unless  a  petition  for  reclassifica¬ 
tion  is  submitted  imder  section  513(f)  (2) 
of  the  act  and  Its  existence  can  be  dis¬ 
closed  under  §  860.5(d)  of  this  chapter; 
or 

(3)  The  person  has  requested  in  the 
premarket  notification  submission  that 
the  Commissioner  protect  the  confiden¬ 
tiality  of  the  intent  to  market  a  device 
for  more  than  90  days  from  the  date  of 
receipt  of  the  premarket  notification  sub¬ 
mission  by  the  Pood  and  Drug  Adminis¬ 
tration.  and  the  Commissioner  deter¬ 
mines  that  the  person  has  reason  to  be¬ 
lieve  that  the  actual  introduction  of  the 
device  to  the  market  may  take  longer 
than  90  days,  and  the  person  agrees  in  a 
written  certificaticn  to  provide  the  Com¬ 
missioner  with  written  notification  im¬ 
mediately  if  the  device  is  put  on  the  mar¬ 
ket  or  the  intent  to  market  is  disclosed. 
In  this  case  the  Commissioner  will  not 
disclose  the  existence  of  the  submission 
imtil  the  Food  and  Drug  Administration's 
receipt  of  notification  by  the  person  that 
the  device  has  been  put  on  the  market 
or  that  the  Intent  to  market  the  device 
has  been  disclosed. 

(d)  Data  or  Information  submitted 
with,  or  incorporated  by  reference  in,  a 
premarket  notification  submission  (other 
than  safety  and  effectiveness  data  that 
have  not  been  disclosed  to  tlie  public) 
shall  be  available  for  disclosure  by  the 
Food  and  Drug  Administration  when  the 
intent  to  market  the  device  Is  no  longer 
confidential  in  accordance  with  this  sec¬ 
tion.  imless  exempt  from  public  disclo¬ 
sure  in  accordance  with  Part  20  of  this 
chapter.  Upon  final  classification,  data 
and  Information  relating  to  safety  and 
effectiveness  of  a  device  classified  In 
class  I  (general  controls)  or  class  n 
(performance  standards)  shall  be  avail¬ 
able  for  public  disclosure.  Data  and  In¬ 
formation  relating  to  safety  and  effec¬ 
tiveness  of  a  device  classified  In  class  m 
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(premarket  approval)  that  have  not  been 
released  to  the  public  shall  be  retained  as 
confidential  unless  such  data  and  infor¬ 
mation  become  available  for  release  to 
the  public  imder  §  860.5(d)  or  other  pro¬ 
visions  of  this  chapter. 

§  807.97  Misbranding  by  reference  to 
preiiiarket  notification. 

Submissicoi  of  a  premarket  notifica¬ 
tion  in  accordance  with  this  subpart,  and 
a  subsequent  determination  by  the  CTom- 
missioner  that  the  device  intended  for 
introduction  into  commercial  distribu¬ 
tion  is  substantially  equivalent  to  a  de¬ 
vice  in  commercial  distribution  before 
May  28.  1976,  or  is  substantially  equiv¬ 


alent  to  a  device  Introduced  into  com¬ 
mercial  distribution  after  May  28,  1976, 
that  has  subsequently  been  reclassified 
into  class  I  or  n,  does  not  in  any  way  de¬ 
note  official  approval  of  the  device.  Any 
representation  that  creates  an  impres¬ 
sion  of  official  approval  of  a  device  be¬ 
cause  of  complying  with  the  premarket 
notification  regulations  is  misleading  and 
constitutes  misbranding. 


PART  809— IN  VITRO  DIAGNOSTIC 
PRODUCTS  FOR  HUMAN  USE 

§  809.20  [Amended] 

2.  In  Part  809,  S  809.20  General  re¬ 
quirements  for  manufacturers  and  pro¬ 


ducers  of  in  vitro  diagnostic  products  is 
amended  by  deleting  paragraph  (a)  and 
designating  it  “reserved.” 

Effective  date:  This  regulation  shall  be 
effective  September  22,  1977. 

(Secs.  301  (p),  601,  602,  610,  701(a).  62  Stat. 
1049-1051  as  amended,  1055,  76  Stat.  794  as 
amended,  86  Stat.  662  as  amended,  90  Stat. 
576-680  (21  U.S.C.  331  (p),  351,  352,  360,  371 
(a)).) 

Dated:  August  12,  1977. 

Donald  Kennedy, 
Commissioner  of  Food  and  Drugs. 
[PR  Doc.77-24147  Filed  8-22-77:8:45  am] 
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